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P-ROGCGEEDI-NGS

8:35 a.m

M5. STREETER  Good norning. [|'m
Katie Streeter, Project Manager for this
proj ect .

I"d like to introduce Ann
Phillips. She's our Project Analyst.

Qur Senior Director, Angela
Franklin, is on her way.

So I'll start us off here today.

The restroons are out past the
el evators on the right. W wll be breaking
today. These are actually incorrect tinmnes.
W had to switch our agenda around a bit. W
will be taking a break -- oh no, they are
correct -- at 11:00, lunch at 12:45 and then
anot her break at 3:30.

Hel en, do you want to do -- okay.

M5. BURSTIN. Good norning
everybody, |I'm Helen Burstin, Senior Vice
President here at NQF. Ann Hammersmith is our

General Counsel and | suspect she's in

Neal R Gross and Co., Inc.
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traffic, so we'll go ahead and | don't want to
del ay you guys.

So what we do is we actually
conbi ne i ntroductions and discl osures of
interest just for efficiency. And the idea
woul d be that we woul d ask you as part of the
I ntroductions, to introduce who you are and
where you're fromand then include for us any
I nformati on about your discl osures,
particularly your grants, your contracts,
anything that m ght be relevant to the
nmeasures before the commttee today.

We don't need to hear your ful
CV. That would take the norning. |'ve read
themall. W've seen them so thank you.
That's why you're seated here, so just --
brevity is fine but the major issue is to nmake
sure that as the neasures cone up, people feel
confortable that everybody's disclosures are
on the table and you've all had a chance to
ask each other any questions of that.

So perhaps we'll begin with Roger.

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

' m Roger Chou. My background is
internal nedicine. |I'mat the Oregon Health
and Science University. | direct the
Evi dence-based Practice Center over there.

In terms of my conflicts and nost
of nmy funding, or alnost all of it, is from
t he Agency for Healthcare Research and
Quality. | also have gotten sone funding from
the American Pain Society, the Yale Open Data
Access Project, a few other things, but none
fromindustry.

| have al so worked on gui del i nes,
so |'ve been on the ACP dinical Guidelines
Commttee. 1've worked on guidelines for the
Anmerican Pain Society and we do systematic
reviews for the U S. Preventive Services Task
Force and | think |I'm here representing ACP.

Thanks.

M5. BURSTIN:. Actually before you
nmove on, just one nore quick thing since Roger

nmentioned he's here representing ACP. He's

Neal R Gross and Co., Inc.
(202) 234-4433
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actually not. He's here representing Roger.
He was picked for his expertise.

So when you sit at this table --
you' ve been nom nated by others. But when you
sit at this table, you're here as an
I ndi vi dual expert. You don't have to
represent the views of who you cone from W
really are relying on your personal expertise
and that's why you were sel ected.

So sorry to interrupt.

Crai g?

DR BUTLER  Ckay, thank you. Hi
I"'mCraig Butler. [|'mhere nom nated by the
Aneri can Acadeny of Ot hopaedi c Surgeons where
for the past few years, |'ve kind of tried to
| ead our efforts in this area and we're kind
of relatively nascent in the area of
performance neasurenent devel opnent.

| co-chair the Orthopaedic Quality
Institute and | chair the Heal thcare Systens
Comm tt ee.

By way of background, |'ma sports

Neal R Gross and Co., Inc.
(202) 234-4433
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medi ci ne fellowship trained surgeon but 1've
ki nd of wal ked away fromclinical practice in
the last few years to do nore on the
adm ni strative side and nost recently, |'ve
kind of ran a systens nultispecialty group,
but | stepped down fromthat a few nonths ago
figuring that wasn't quite ny cup of tea. So
| do sonme consulting now.

| don't have any real relevant
conflicts. |I'mnot working on any neasures
currently. 1In fact, part of what | need to do
iIs to learn how | can help the Acadeny w thout
conflicting nyself here and hope to have that
di scussion as we continue the rest of the day.

DR GHOGAWALA: My nane is Zo
Ghogawal a from Boston, Tufts and Lahey di nic.
' ma neurosurgeon and | have no rel evant
conflicts.

| have funding for conparative
effectiveness research fromthe NIH and from
PCORI but no commercial conflicts of interest.

DR. JARRETT: Good norni ng, ny

Neal R Gross and Co., Inc.
(202) 234-4433
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name is Mark Jarrett. |I'mthe Chief Quality

O ficer of the North Shore - LIJ Heath System
which is in the netropolitan area of New York
I'"ma rheumatol ogi st by trade. | have no
conflicts in terns of any funding or other
measur enent s.

DR HAYES. Marcie Harris Hayes
from Washi ngton University in St. Louis. |I'm
a physical therapist clinical investigator.
| do have funding through NIH but no conflicts
wth the neasures we're discussing today.

DR ROBERTS: Good norning, |'m

Cat Roberts. 1'm a nuscul oskel et al
radi ol ogist at Mayo Cinic. | have no
di scl osures. | was nom nated by the Anmerican

Col | ege of Radi ol ogy.
DR, ANNASWAMY:  Thiru Annaswany,

Dal | as VA Medical Center, nom nated by the

Anmeri can Acadeny of PM&R |'m a PM&R
physician. | also work on the Evidence
Commttee. I'mchairing that commttee and

t he evi dence-based practice commttee there.

Neal R Gross and Co., Inc.
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No conflict of interest to disclose.

M5. DAVIS.: |'m Linda Davis and
["'mfrom M nneapolis. | ama healthcare
consultant and I was nom nated, | believe, by

the Alliance, which is the business coalition
I n Madi son, W sconsin.

Most of ny consulting these days
Is wth and for enployers and the enpl oyer
coalition based in Mnnesota called the
M nnesota Health Action Goup. | have done
sone consulting for M nnesota Community
Measurenment which is a | ocal neasurenent
organi zation as well.

| have no conflicts and | have not
recei ved any fundi ng.

DR. GRAY: Hello, |I'm Katherine
Gray and I'malso from M nnesota, from
M nneapolis. | amthe founder and president
of SAGE Heal th Managenent Sol utions and that
provi des clinical decision support for
I magi ng.

And ny background is Ph.D. in

Neal R Gross and Co., Inc.
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I ndi vidual Differences, so testing which is
reliability and validity and how you neasure
things. And then | did a post-doc in
gerontol ogy and the particul ar panel that |
was on is fromCMs so it all does kind of hang
t oget her.

And | have no conflicts of
I nterest, either.

Thank you.

DR MATUSZAK: H, nmy nane is
Jason Matuszak. |'ma prinary care sports
medi ci ne physician, famly nedicine trained up
i n Buffal o, New York, nom nated by the
Ameri can Acadeny of Fam |y Physicians.

DR BRYAN. Good norning, Sean

Bryan. [I'ma famly physician and primary
care sports nedicine physician. I'min
Geenville, South Carolina. |I'mthe chair of

the Departnent of Fam |y Medicine for
Geenville Health System and al so an associ ate
prof essor at the University of South Carolina

School of Medicine in Greenville.
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| was nom nated by the Anerican
Medi cal Society for Sports Medicine and | al so
serve on their Healthcare Transformation and
Quality Commttee and | have no conflicts to
di scl ose.

M5. CLAYTON: Hi, nmy nane is Kelly
C ayton and | was reconmmended or, yes,
recomrended by the Anerican Col | ege of
Rheumat ol ogy. | have done sone advocacy work
wth them for probably the |last five years
when | sat on the National Public Policy
Commttee for the Arthritis Foundati on.

"Il finish my MPH i n about three
weeks, but I'mkind of here to bring a patient
perspective to things.

MR. SCHUNA: My nanme is Art
Schuna. |'ma pharmacist at WIlliam S.

M ddl eton VA in Madison. |1've spent ny entire
career in rheumatol ogy practice there and |'m
also a clinical professor at University of

W sconsin School of Pharmacy and | represent

the American Society of Health System

Neal R Gross and Co., Inc.
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Phar maci sts and | have nothing to disclose.

DR DODGE: Morning, Christian
Dodge, Bastyr University, Seattle, Wshi ngton.
I was nom nated by the Anerican Associ ation of
Nat ur opat hi ¢ Physi ci ans.

I"'ma clinical professor of
physical nedicine in Seattle at Bastyr and
also in private practice. No disclosures.

M5. MARKI NOVI CH:  |' m Wendy
Mar ki novich and | was nom nated by Blue Cross
and Bl ue Shield Association, the national
trade association for all the Blue Cross and
Bl ue Shield plans nationwide and | amthe |ead
for our Blue Distinction Centers for Spine
Surgery and Knee and Hi p Repl acenent and |
have no di sclosures for the neasures we're
eval uati ng today.

DR. VENTURA: |'m John Ventura. |
was nom nated by the Anerican Chiropractic
Association. 1've served on the PQRS TEP for
Devel opi ng Chiropractic Measures and was part

of the NCQA Back Pain Recognition Programfrom

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 14

the pilot project and | have no discl osures.

DR KHANNA: |'m Puj a Khanna a
rheumat ol ogi st trained at UCLA and t hen noved
to the University of Mchigan. M research
has been in gout, so |'ve worked on the
Anmeri can Col | ege of Rheumat ol ogy's gout
gui delines and | have been on the task force
panel for neasured devel opnment so that is ny
only conflict of interest.

| have been funded by N H,
Anmerican Col | ege of Rheumat ol ogy and j ust
recently submtted a PCORI grant, so here
am

DR PACE: |1'm Karen Pace. [|'mon
NQF staff, another Senior Director.

Ms. Franklin: Angela Franklin,
Senior Director for this project.

M5. BURSTIN:. And there's Dr.
Bagl ey, can you introduce yourself? You have
to push the red button that says speak.

DR BAGLEY: |'m Carl os Bagl ey.

"' ma neurosurgeon at Duke University and |

Neal R Gross and Co., Inc.
(202) 234-4433
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was nom nated by the North American Spine

Soci et y.

M5. BURSTIN. And any discl osures
you'd like to share with then?

DR. BAGLEY: No disclosures.

M5. BURSTIN. Geat, thank you.

And one nore new addition. |
can't see your nane tag. |It's still not --
push the button the button that says speak.

DR VISCO Oh, just push it,
there we go, sorry.

Chris Visco, |I've from Col unbi a
University. |'ma physiatrist and nom nat ed
by the AAPM&R which is our acadeny.

M5. STREETER  Thanks and we al so
have Kim Tenpleton on the line. Kimwould you
li ke to introduce yoursel f?

CHAIR TEMPLETON: Hi, thank you
"' m Kim Tenpl et on, an orthopaedi ¢ surgeon,
Prof essor of Orthopaedic surgery at the
Uni versity of Kansas.

| believe | was nom nated by the

Neal R Gross and Co., Inc.
(202) 234-4433
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U.S. Bone and Joint Initiative. | have no
di scl osures and | apol ogi ze for not being able
to be there with you for the next couple of
days. W had sone clinical issues here to
take care of.

M5. BURSTIN. Al right, thank you
everyone.

Steve just joined us as well.
Steve Brotman, can you introduce yourself?

DR BROTMAN. Hi, |I'm Steve
Brot man from AdvaMed and | have no
di scl osures.

M5. BURSTIN. Al right. So thank
you for all those introductions and
di scl osures. Just one thing we always ask of
commttees is, you know, you had your
opportunity to give your opening disclosures
but if at any point during the course of this
neeti ng you have any concerns about potenti al
conflicts or disclosures, please cone forward
to nme or to the chair or any staff and we

really want to try to address those issues as

Neal R Gross and Co., Inc.
(202) 234-4433
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qui ckly as we can.

So of course, you've already
nmenti oned that you're on these neasures for
gout, so we wll ask you to recuse yourself
fromthat discussion. You don't have to | eave
the room but we can ask you not to
participate in those discussions, obviously.

And t hanks everybody, |'Il turn it
back over to Katie, | guess.

M5. STREETER  Thank you.

So just to set sone ground rules
for today's neeting, NQF has been working to
I nprove the commttee neetings based on i nput
froma variety of stakeholders. W've nade a
few changes in our neeting process. Measure
devel opers will briefly introduce their
nmeasures as they conme up for discussion. They
do have two seats at the table.

Sel ect ed wor kgroup representatives
wi Il then begin the discussion of the neasures
in relation to the Measure Eval uation

Criteri a.

Neal R Gross and Co., Inc.
(202) 234-4433
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So we'd really ask that as you're
wal ki ng through each neasure, you keep your
comments and your discussion specific to that
criterion that we're on.

As is the case with commttee
nmenbers, developers nmay put up their cards to
I ndi cate when they wsh to respond to comments
rai sed or correct any statenents about their
nmeasur es.

During nmeasure eval uati on,
comm ttee nenbers often offer suggestions for
I nprovenent to the neasures. These
suggestions can be consi dered by the devel oper
for future inprovenents. However, the
commttee i s expected to eval uate and make
recommendati ons based on the neasures per the
subm tted specifications and testing.

Just sone nore ground rules. W
ask that you are prepared, having reviewed the
measur es beforehand. W ask that you pl ease
base your eval uation and recomendati ons on

t he NQF Measure Evaluation Criteria.

Neal R Gross and Co., Inc.
(202) 234-4433
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Pl ease remai n engaged in the
di scussion and attend the neeting at al
tinmes.

Pl ease keep your comments conci se
and focused and avoid dom nating the
di scussion and allow others to contri bute.

An overvi ew of the NQF Consensus
Devel opnent Process, also know as CDP, this is
an eight step process for neasure endorsenent.
We are currently in the Standards Review step
which is commttee review of submtted and
mai nt enance neasures, newy submtted
measures. This is when we'll nake
reconmendati ons for endorsenent.

After this neeting, staff wll
prepare a draft report that summarizes your
recommendation. W' |l be posting that report
for a 30-day public comment period and NQF
menber period. W ask that you suggest your
peers make comments and we wi |l keep you
i nformed of the dates when that's posted. The

link to nake comments and everything on our

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

After comment period, the
conmmttee will neet to discuss the conments
and prepare responses. W'Il then have a 15-
day NQF nenber voting period foll owed by CSAC
review. CSAC is the Consensus Standards
Approval Comm ttee.

The Board of Directors will then
ratify your decision followed by an appeal s
peri od, 30-day appeal s peri od.

So this isn the NQF Measure
Evaluation Criteria, nothing new to you.
These are the conditions for consideration.
| nportance to nmeasure and report and
scientific acceptability are nust pass
criteria. |f measures do not pass these
criteria, they will not nove forward through
t he di scussi on.

| f they do pass these criteria,
we'll discuss Feasibility and Use and
Usability foll owed by an overall

recommendati on for endorsenent.

Neal R Gross and Co., Inc.
(202) 234-4433
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And then tonorrow, if we do have
any identified harnonization issues, which we
may, with two of the neasures, we'll have a
di scussion at the end of the neeting to
di scuss sel ection best of class or how we can
har noni ze t hose mneasures.

And now we' Il turn it over to
Angel a to give an overview of our portfolio.

M5. FRANKLI N:  Thanks, Kati e.

So we' Il nmove on through the
revi ew of our Miscul oskeletal Portfolio and
one of the new pilots that we're testing in
this particular project is the standing
committee concept.

And for those of you who may have
served with NQF before, this is a new concept
and we have a new function for the conmttee
and that is to oversee the Miscul oskel et al
Portfolio.

Your responsibilities wll
i ncl ude, as you can see, providing input on

the portfolio which we'll step through in a

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

Be aware of which neasures are in
the portfolio and how they fit into the
context of the neasures before you for review

Be aware of ot her NOQF neasurenent
activities that relate to nuscul oskel etal. At
this tine, we are the only nuscul oskel et al
activity at NQF, but we anticipate, as the
commttee goes forward, additional activities
wi ||l becone rel evant.

Be open to external input on the
portfolio. That neans public comments that
cone in during the public comment period,
following this neeting as well as future
conmment peri ods.

Provi de i nput from your
perspectives as to how the portfolio should
evol ve over tinme. And that includes providing
your input on gaps that you recognize in the
portfolio, areas that you recomrend for future
measur e devel opnent.

And again, as | nentioned earlier,

Neal R Gross and Co., Inc.
(202) 234-4433
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consi der the neasures already in the portfolio
when eval uating individual neasures.

At this time, | just want to step
t hrough the muscul oskel etal di sease and the
definition that we have right now currently
for nmuscul oskel etal disease.

And as you can see on the slide,
that covers injuries or disorders, including
i nfl ammat ory and degenerative disorders
affecting the nuscles, nerves, tendons,
joints, cartilage and supporting bl ood
vessel s, disorders of nerves, tendons, mnuscles
and supporting structures for the upper and
| oner |inbs; neck, |ower back that are caused
or participated or exacerbated by sudden
exposure to sudden exertion or prolonged
exposure to visible factors such as
repetition, force, vibration or awkward
post ure.

Just to give you sone context,
nmovenent for nearly half of Anericans over the

age of 18 and many children is restricted by

Neal R Gross and Co., Inc.
(202) 234-4433
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muscul oskel etal disorder that includes
arthritis, back pain, fractures, osteoporosis,
sports traumas and any ot her el enents that
affect nmobility and function.

Preval ence of mnuscul oskel et al
di sease is significant. |It's the |eading
cause of disability in the U S. and the
preval ence of disease requiring nedical care
has i ncreased by nore than two percentage
poi nts over the | ast decade and i ncl udes now
nore than 30 percent of the popul ation

And this is a graphic that we have
sourced fromthe U S. Bone and Joint
Initiative publication, The Burden of
Muscul oskel etal Disease in the U S. And this
just graphically shows the increasing
preval ence of nuscul oskel etal diseases in
proportion to the total popul ation.

Some additional context, 89.7
mllion individuals have cited nuscul oskel et al
di sease as a primary health concern in

response to the Medical Expenditures Panel

Neal R Gross and Co., Inc.
(202) 234-4433
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Survey that was conducted during 2004 to 2006

and in 2008, the nunber of adults reporting
muscul oskel etal di sease increased to 110. 34
mllion in the National Health Interview
Survey.

So, there's been nore than a 47
percent increase in the total aggregate direct
cost to treat persons with nuscul oskel eta
di sease during the sane tine and sone
estimates place annual direct and indirect
costs at $287 billion, again, that's fromthe
National Health Interview Survey.

Over the period of 1996 to 2004,
the proportion of persons with one or nore
maj or subgroups of the nuscul oskel et al
di seases has risen along with arthritis, joint
pai n, spine conditions being the nost
preval ent.

And again, | have a graphical
representation of these facts. And again, we
sourced this fromthe U S. Bone and Joi nt

Initiative, Burden of Miuscul oskel etal D sease.
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So | wanted to give you a little
history of work so far by NQF in the area of
nmuscul oskel etal di sease and this is conprised
of Consensus Devel opnent projects that have
been hel d over the years from 2009 to present
begi nning with our Qutpatient |nmaging
Efficiency Project in 2009, our Anmbul atory
Care Standards using clinically enriched data
in 2010 and our Anbul atory Care Project which
endorsed additional outpatient nmeasures al so
in 2010.

Fromall fo these projects, we
ended up with 26 endorsed nuscul oskel et al
measures as of 2011. However, for various
reasons, nost of those neasures have since
been retired.

So that | eaves us with actually
four existing nmeasures in the portfolio. Two
measures were endorsed in the Cinically
Enriched Adm nistrative Data Project and they
are the Measure Nunber 0054 related to

arthritis and the use of DMARDs as wel | as
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0052 | ow back pain use of imaging studies,
bot h devel oped by NCQA and they are part of
t he NCQA Back Pain Recognition Program

The next two neasures that we have
in the portfolio are Nunber 662, nedian tine
to pain managenent for |ong bone fracture.
And that was endorsed during our additional
out patient neasures that were endorsed in
2010.

And in our Imaging Efficiency
Project, the neasure nunber 0514, MRl of
| umbar for | ow back pain which was devel oped
-- both of these neasures were devel oped by
CMVS.

So as we've defined our portfolio,
we are focused on arthritis and rel ated
condi tions as well as nuscul oskel et al
injuries. You mght also think about
congeni tal and devel opnental conditions,
neopl asns of bone and connective tissue and
ost eoporosi s and bone health as well as spinal

deformty and related conditions under this
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unbrell a.

However, those conditions are
di vi ded anongst our other portfolios with
spinal deformty and related conditions are
considered in the Child Health and Materi al
Portfolio. Neoplasns are considered in the
Cancer Portfolio and osteoporosis is included
in the Endocrine Portfolio.

So that | eaves us wth our current
portfolio up for review during this phase in
the areas of arthritis and related conditions
as well as nuscul oskel etal injuries.

Qur neasures fall into the topic
areas of Tinely Pain Managenent, | maging,
Screeni ng and Assessnent for Rheunatoid
Arthritis as well as Therapy for RA

We're al so consi deri ng gout
measures in the areas of Assessnent,
Moni t ori ng and Ther apy.

So we have a total of 12 neasures
for review and in the portfolio, so that wll

certainly be the topic of discussion as we
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nmove into Day Two.

And again, this is a listing of
the particul ar neasures as they fall into the
topi c areas.

And for the context within the
National Quality Strategy, nuscul oskel eta
di sorders neasures in this portfolio fal
within the Safety and Affordable Care donmains
of the National Quality Strategy which al so
serves as our north star as we conduct our
wor k t oday.

So, as a product of our previous
projects, prior priority areas for gap filling
have been identified in the areas of D sease
Modi fyi ng Anti-Rheunmatic Drugs, or DVARDs,
osteoarthritis, care for |ow back pain
i ncl udi ng appropriate utilization for |ow back
pain treatnments and the nmanagenent of | ow pain
I ncl udi ng mani pul ative treatnents, oral
steroid use, narcotic use and functiona
st at us out cones.

So as we go through our portfolio
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and, again, we'll get to this nore on Day Two,
here are your questions to consider.

What are the high | everaged
| nprovenent opportunities in this area?

Why are the neasures current in
the portfolio inportant?

And do the neasures adequately
address quality issues?

And al so, primarily consider other
areas of nuscul oskel etal di sease and di sorders
and whether you're aware of any neasures or
concepts that should be brought forward for
consi deration or considered by a neasure
devel opers for future devel opnent?

M5. BURSTIN.  And just one thing
quickly to add to that, we really are very
Interested in finding out neasures already in
use and there are places where you' ve got
nmeasures that we are using now that we would
like to increasingly |look at the prospects for
those neasures and try to bring themin and

make theminto national standards rather than

Neal R Gross and Co., Inc.
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themstarting fromscratch in that very |ong
devel opnent cycl e.

So especially because this is a
standing commttee, we'll be with you for a
while so we'll continue to ask you to
recommend even neasures, for exanple, used in
research. Many of you have grants for NI H or
hopeful | y PCORI

You know, as sone of those
nmeasures potentially are very useful in
research, sone of those m ght be things we
could apply and bring forward for national
standards as well since, as you can see, there
are a lot of gaps in this area.

MS. FRANKLI N:  Thanks, Hel en.

And that wll nove us to our
consideration that's key for today's neasures
and that's our eMeausre Trial I|nplenentation
Pat hway which we are piloting in this project.
And there are several neasures within the
project that could fall into the pilot.

Most notably, we have the four

Neal R Gross and Co., Inc.
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gout neasures which are al so eMeasures that
will fall into this pathway, as well as a
rheumatoid arthritis nmeasure that will be a
potential candidate for this pathway.

And Karen, | don't know if you
wanted to speak a little bit to the pathway
and how we conceived it or is we want the
trial neasure

DR. PACE: Right, so basically the
reason for this pilot eMeasure Tria
| npl enentation, and | think we're calling it
Trial Measures.

But the reason for it is with
eMeasures, given the current uptake of EHRs
inability to enbed eMeasures and find testing
sites, that that's been a limting factor of
bringi ng eMeasures to NQF

There's not enough sites to
I nmpl enent the eMeasure even for limted
testing. And so, in an effort to continue
progress in this area, the thinking was that

we woul d | ook at a process for approving
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eMeasures as Trial Measures so these woul d not
be consi dered endorsed but they would
essentially have to neet all of the criteria
except the scientific acceptability form
testing for reliability and validity.

So it has to already be conpletely
speci fied as an eMeasure, neani ng the HQW,
usi ng the HQW standards for specifying an
eMeasure. They woul d have had to have done
the eMeasure feasibility assessnent and that
i ncl udes kind of the data elenent feasibility
as well as testing once this project actually
runs.

So the idea is that these
eMeasures are ready to inplenent and by giving
It approval as a Trial Measure, hopefully can
facilitate the testing that would then occur
getting enough sites to participate in the
testing and since they would data to actually
then conme back with formal reliability
measur es.

So that's the i ssues and we're

Neal R Gross and Co., Inc.
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going to be pilot testing it | nean with sone
measures in this current project.

M5. FRANKLIN. Perfect, thank you,
Kar en.

So with that, questions? Yes,

Mar k?

DR, JARRETT: On the eMeasures,
woul d you consi der, because | know on one of
themthere's an eMeasure and there's the sane
thing in a non-eMeasure. Wuld we run
paral | el because that would be a really good
test because on the abstracting it the ol d-
fashi oned way while electronically trying to
measure it to look for reliability and
validity?

DR. PACE: Yes, that's a
possibility. | don't know, are they different
measur e devel opers?

M5. FRANKLIN: No, they're all the
sane.

DR. JARRETT: They're the sane.

DR PACE: Interesting. So,

Neal R Gross and Co., Inc.
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generally that is how eMeasures are being
tested right nowis to | ook at the data that
I's generated through applying the eMeasure
conpared to record abstraction, you know,
using the full record to abstract the sane
el ement s.

So there's definitely sone
possibility, especially wwth it being the sane
measur e devel oper

Go ahead, yes?

DR JARRETT: No, just because
there's a warning and | inmagi ne sone of the
ot her people in the room have the sane thing
as we | ook through neani ngful use and we start
paral |l el i ng our eMeasures that we send in for
meani ngful use with what we do by abstraction.

The nunbers we sent to CMS are
very different and sone of us get very nervous
sending CM5 two sets of data because, even
t hough they claimand they sent us a letter
saying it's not a problem we worry about

t hat .
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So it we have to keep that into
consi deration why you may want to pilot it in
sel ective pl aces.

M5. BURSTIN:. That's exactly what
we're actually hoping to learn nore from
actually amchair of the Quality Measures
Wor kgroup for the Health IT Policy Commttee,
so it is in fact true that the neasures you're
sending in for neaningful use are sinply based
on whet her you could report not the |evels or
per f or mance.

But nonet hel ess, we all want to
under st and what those differences are between
tar p- based neasures, cl ains-based neasures,
ot her approaches and eMeasures. So lots to
| earn there. Both anbulatory as well as in
the hospital.

M5. FRANKLIN:  Any ot her questions
about anything we've discussed so far?

Ckay. So that nobves us to
consi deration of our neasures and, as |

mentioned earlier, we will start with the gout

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 37

nmeasures and the devel oper for those neasures
are the Anerican Coll ege of Rheumatol ogy and
we do have two seats at the table for
representatives from ACO

M5. STREETER  Actually, | think
this is a good tine to pause and go over who
we'll do the voting using the clickers that
you have there.

Ann wll wal k us through that. W
can even do a practice run to nmake sure that
everyones clicker is working and your vote is
regi st ered.

M5. PHILLIPS: So, I'll explain to
you how the vote stanped devices work. |
think all of you should have a fob that |'ve
passed out to you. You'll need to point your
votes snap device at -- it works on line of
sight at this conputer. There is a USB
dongle, so just point it here.

It works on line of sight. You
should see a red light on your device. W

gi ve you 60 seconds for voting. The device
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only records you last input. So if you vote
and want to change your input, just press the
next button. There's no need to clear it,
just press the next button. But it has to be
done in that period.

So we can go ahead and try a
sanpl e vote right here. Ckay.

DR PACE: So the voting slides
are on the two screens at the end of the room

M5. PHILLIPS: | don't know why
this just crashed. Hang on just one second.

DR. PACE: So while we're neking
sure the programgets up and running, | just
wanted to -- | know you've been through this
on sone of your calls, but again, as we talked
about at the beginning, we really want you to
followthe criteria in terns of your
recommendati ons and you've seen these before
but they are at your seat.

The al gorithnms for going through
the evidence, the clinical evidence criterion

and also the reliability and validity.
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So, I'lIl just make a few comments
about this and then we can see if you have any
guesti ons because | know you've all been
revi ewi ng neasures and probably have
encountered sone questions as you' ve been
goi ng through those and thinki ng about how
they neet or don't neet our criteria.

So, | think, are nost of these
measur es process neasures? So we have a
different way that we | ook at outcone neasures
but nost of these neasures wll be process or
structure neasures, so we really do want to
| ook at the strength of the clinical evidence
for the focus in that performnce neasure.

So, the idea is direct evidence
and al so what's the quality, quantity and
consi stency of that body of evidence? One of
the things that we want to distinguish is that
clinical practice guidelines nay be the source
of a systematic review of the evidence where
the quantity, quality, and consistency of the

body of evidence has been revi ewed.
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Not all guidelines are equal and,
you know, so if it's, you know, we have on the
subm ssion formwhere we've really asked the
devel opers to indicate what was the source of
the systematic review of the evidence to
provi de information about the grading of that
evi dence and actually to provide the summary
of the systematic review of the evidence.

So one thing to keep in mnd is if
it's based on a guideline and there is no
sunmary of the quantity, quality and
consi stency of the evidence, that the highest
possi ble rating would be noderate and that's
only if the grading and evidence really
indicate that it's fairly strong evidence.

Qui delines that are basically
recommendations that doesn't fit into our
evi dence criteria and those would need to be,
I f they're considered at all under the
exceptions to the evidence.

And in the algorithmat the very

end, beginning with Box 10, we have -- kind of
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wal k t hrough how you m ght consi der and
exception to the evidence.

So the first question is, are
there or could there be performance neasures
of a related health outcone or evidence based
i nternedi ate clinical outconme or process
I nstead of what's being presented? And then
again, is there a systematic assessnent of
expert opinion that that should be done and
does the steering commttee agree that it's
okay to or beneficial to hold providers
accountabl e for performance in the absence of
enpirical evidence?

So, the other thing I'll just nmake
a distinction about is this idea of direct
evidence. So a lot of tines, we nay see
measures that come in, assess a |lab val ue,
assess a | abel value, assess a bl ood pressure
value. And obviously, you have to do those
things, but the evidence is really about, you
know, the relationship of the actual bl ood

pressure value to the health outcones and
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nortality/norbidity or there's evidence about
treating sonething.

So there's really not going to be,
and we don't expect, that there's going to be
body of evidence about the need to assess
bl ood pressure.

But again, that's an exanple of
where we woul d nuch prefer to have neasures
about how you treat bl ood pressure or what the
control fo blood pressure is rather than
measures of Just assessing it.

So, just keep that in mnd and we
can certainly answer questions as you go
t hrough this.

The other algorithmis for the
reliability and validity and we will, again,
we can go through these maybe nore
specifically as you're going through the first
neasure if you have questions. But | think
tow key things about reliability and validity
Is that the high rating is reserved only as

potentially eligible for neasures that have

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 43

been tested at the performance neasure | evel
of the performance neasure score, not the data
el ement s.

So, just a quick exanple is that
I f people are | ooking at the data that are
used in the neasure, for exanple,

I nterabstractor reliability, that's at the
data elenent |level. Wat we're tal king about
when we tal k about reliability of the
performance score, it's really a signal to
noi se anal ysis, being able to distinguish

bet ween provider versus w thin provider

di ff erences.

So obviously, the perfornmance
scores are what's going to be used in
accountability applications so that's why that
woul d be eligible for a high rating than any
of the testing and how the perfornmances score.

Again, it's not just that they did
the test, but was it an appropriate test,
appropri ate sanple and adequate results.

So, high m ght be the highest but

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 44

maybe the results are in the m d-range and you
m ght want to still rate it as noderate.

One ot her point about validity,
testing is face validity testing would only be
eligible for a noderate reading. It's the
weakest formof testing and that's where it
would fall with the rating scale.

So I"'mgoing to just stop there
and see if you have any specific questions
about our criteria that | can answer or things
that you noticed as you were revi ew ng
nmeasures before we get started and then we
can, you know, all obviously work through
these things as they cone up during your
eval uati on.

M5. FRANKLIN. We'll be able to
denonstrate voting with you shortly, but in
the neantine, just to follow on to Karen's
comrents, we do have a format for going
t hrough the neasures today that's quite

specific regarding how the neasures are teed

up.
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So, as the commttee nenbers may
be aware, we're going to ask that you foll ow
the process of first letting the devel oper
provide a brief overview of their neasure and
rational e behind the neasure and then we'l|
ask for the | ead discussants to introduce
their measure including the neasure nunber,
the title, the description and the |evel of
analysis, if that hasn't already been covered
by the devel oper.

And then we'd ask you to wal k
t hough each criterion beginning with evidence
to discuss the commttee's discussion and then
throw open the floor to the full steering
commttee for comments and questions. And
we'll proceed in that sane fashion through the
rest of the criterion and at the end of the
di scussion of each criterion, we wll conduct
a commttee voting.

So that's the step wi se fashion
that we'd |like to proceed in today.

Dr. Chou will help guide us
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t hrough that discussion and facilitate
di scussi on anongst the commttee nenbers.

Any questions about that process?
Yes?

DR, ANNASWAMY: Coul d we test the
voting clickers?

M5. FRANKLIN: We will be testing
the voting clickers. | was just giving them
alittle tine to get that all set up for you
But we'll definitely be conducting a test
vot e.

Are there questions about the
process or anything that was di scussed?

So, as we get the voting nmaterials
ready, | think we can go ahead and begin
di scussion of the first neasure, voting by
that time, we should be able to have a test
vote and then an actual vote foll ow ng
di scussions of criterion. So, yes.

So our first neasure for
di scussion today i s Measure Nunmber 2549

entitled Gout Serum Urate Target and our
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measure steward who is at th at the table is
the Anerican Coll ege of Rheumatol ogy. Qur

| ead di scussants are Janes Dani el and Steven
Brotman who w il tee off after the devel oper.

DR. YAZDANY: And so, Katie, can |
just ask you to bring up the introductory
slides?

"Il go ahead and get started here
and 1'll ask you to advance the slides since
you have the controls over there. Yes, yes.

So | am Jinoos Yazdany. | am an
Associ ate Professor of Medicine at UCSF and
we're practicing rheunmatol ogi sts and a health
services researcher. | have co-chaired the
ACR s Quality Measures Subcommttee. | amthe
principle investigator on the Rheunatoid
Arthritis Measures Project.

My research fundi ng cones fromthe
NlH NIAMS as well as fromPCORI. | have no
ot her financial disclosures. |In particular,

I have no financial relationships wth any

entity that makes products or provides
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services for rheumatoid arthritis or anything
el se i n rheumat ol ogy.

| am joined here by Dr. John
Fitzgerald who is Associate Professor of
Medi cine at UCLA. He is the Chief of the
Di vi sion of Rheumatol ogy at UCLA. He chairs
the ACR CGuidelines Commttee.

He's the principle investigator on
our Gout Measures Project. And John also has
no financial disclosures.

John and | are volunteers, we are
not enpl oyed or we are not paid by the
Anerican Col | ege of Rheumat ol ogy.

We're also joined here today, I|'l
just introduce Rachel Myslinski who is our VP
of Quality and Registries as well as Mlissa
Franci sco who is Senior Staff.

Next slide?

So | thought what | would do today
Is just in a few m nutes provide an overvi ew
of the nethods to provide context for how we

arrived at this point.
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The very first thing and this was,
you know, nmany years ago, was that as a
pr of essi onal society, we actually set
priorities for Quality Measure Devel opnent and
that was through the devel opnment of a white
paper on quality neasurenent which was
publ i shed in 2010. And through that process,
we canme up with rheumatoid arthritis and gout
as top priorities.

And the reason for that was
because of the preval ence, the perceived gaps
in quality and the fact that we felt that
measures woul d have a big inpact.

We then went on to define nethods,
and our nethods Actually begin wth the
witing of guidelines. And so both of the
nmeasured projects that are being presented
t oday happened after the devel opnent of a
guideline in rheumatoid arthritis that was in
2012 and in gout in 2013 and wor kgroups that
were nmultidisciplinary in nature with very

strict conflict of interest policies were

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 50

assenbl ed.

Next slide?

The wor kgroups defined the neasure
concepts and really, we tried to build on the
| essons that we'd learned fromquality
measur enment over the | ast decade. And the
central task was how to push neasurenent
forward to decide what's neani ngful and figure
out how the neasure that.

After those initial neasure
concepts were devel oped, we assenbl ed expert
panels and this was a nul tistakehol der
participatory effort where we had practicing
rheumat ol ogi sts. W solicited a nom nations
from ot her professional societies.

So for exanple, the Anerican
Acadeny of Othopaedic Surgery, the Anerican
Col | ege of Physicians and others were
i nvol ved. There were patient pairs, so for
exanple, a Medical director for Medicaid
Managed Care Plan was on our panels,

r heunat ol ogi sts and also allied health
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pr of essi onal s.

We used t he RAND/ UCLA
Appropri ateness Method for ratings and
provi ded the panelists with evidence reviews,
pr e-conference anonynous ratings and then
post - conf erence rati ngs.

Next slide?

Measures that passed the expert
panel then went on to a public coment period
and the ACR represents 90 percent of U. S.

r heunmat ol ogi sts and every nenber gets an enai

t hrough the Rheumat ol ogy Morning Wre as we
call it, every norning so through that and

al so through newsletters and other efforts, we
asked for public coment on the neasures and
we al so targeted a request for responses from
ot her stakehol ders, including other special
societies and especially societies and
patients.

And then finally, the various
| evel s of | eadership at the Anerican Coll ege

of Rheumat ol ogy approved the neasures.
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So as you can you see, this was a
very intensive consensus process arriving at
this point.

Finally, we got to the -- for the
rheumatoid arthritis neasures, the e-
specifications a well as the recruitnent of
testing sites to do the feasibility testing,
the query building and the validity testing.

And | just want to take a nonent,
actually if you could advance the slide, just
to thank the AVA PCPI who were instrunental in
hel ping us navigate the testing since we are
t he new neasure devel opers and this process is
quite intensive, so it was nice to have their
expertise and al so the NQF staff who provided
feedback fromthe neasures concept audit.

"' m al nost done here, next slide.

This is a very brief overview of
rheumatoid arthritis.

About 1.3 mllion Anerican have
RA. It's nore common in wonen. [t's a

chroni c di sease that has no cure and w t hout
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treatnent, one-third of patients will have
permanent disability in five years. And as

r heunat ol ogi sts before the nodern era where we
have so nmany nedications to pick from it was
not unconmmon for our waiting roons to be
filled wwth [ ots of assistive devices and even
wheel chai rs.

And with nodern treatnent, nost
pati ents can expect that their pain will be
well controlled and this joint damage wll be
prevent ed.

Next slide?

You may be wondering why
rheunmatoid arthritis is a top-20 Medicare
prioritized condition by the National
Priorities Partnership. Well, | think that if
you're CM5, you see that the main age in this
di sease is 67. This is a chronic disease and
so with the prevalence is actually going to
I ncrease in our Medicare popul ation as the
popul ati on ages.

We have good treatnents and so
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providing effective care is obviously a
priority and I think we woul d be di shonest if
we didn't acknow edge that fact that the cost
of treatnent is very high and just to
illustrate this point, | made this table with
the top ten best selling drugs in 2013 by

sal es and revenue. So these are the ten in
the entire healthcare system and four of them
are in the area of rheumatoid arthritis.

So, you know, there have been lots
of debates about Hepatitis C and the cost of
t hose nedications recently, but we've had to
struggle with drug costs in RAfor a really
l ong tine.

Next slide?

The past decade, really the
primary RA quality neasure has been the use of
DMARDs. | call this an equity neasure because
it has really been an area where we've
identified the severities and nonitoring has
I ncreased use.

But new neasures that we're
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proposing today are attenpting to build a

measure and an infrastructure that's patient
centered and aligns wwth the National Quality
Strategy to enabl e the neasurenent
infrastructure will allow us to | ook at

ef fectiveness, safety, population health and
eventual | y val ue.

And our neasures address three
main areas. The first is what is the nost
I nportant outcone to patients? That's the
first nmeasure, functional status.

What ' s the npbst inportant outcones
to clinicians?

What is it that we base our
clinical decisions on?

What are the outcones of clinical
trials? That's disease activity.

And what's the nost critical thing
for patients safety that we can neasure? And
that's TB screeni ng.

Next slide?

Gout. Gout is interesting because
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the preval ence is increasing and we think that
this has sonething to do wth the epidem c of
obesity in this country and a recent NHANES
survey, a renmarkable 3.9 percent of adults
reported gout.

| think sonetinmes we underestimate
how severely gout can affect people. It's
associated with excruciating pain, it can
destroy joints and lead to disability. And as
r heunat ol ogi sts, we see w despread quality and
safety problens in this di sease nore than any
other. And so that's why this was a priority.

And our gout quality neasures --
next slide, this is ny last slide -- address
t hese questi ons.

What are the cornerstones or
appropriate treatnent? That's urate-|owering
t herapy and prophylatic therapy.

What is an inportant internediate
outcone? That's the uric acid target.

And how shoul d drugs be dosed?

Uris nonitoring.
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So wwth that, I wll turn it over
to Dr. Fitzgerald. To introduce the very first
nmeasur e.

DR FI TZGERALD: Thank you,

Ji noos.

Wat 1'd like to do is, |'ve
prepared a handout for the group that was
di stributed focusing on responses to the
guestions that were addressed at the tele-
conference, tele-neeting two weeks ago.

M5. FRANKLIN.  So, first, if you
could just introduce the neasure that we have
com ng up next and then as the commttee
di scuses the neasure and those questions are
raised, we wll be happy to have you respond.

DR. FI TZGERALD: Ckay. So, ny
understanding is we'd have an intro that we
can give an overview before the discussion.

M5. FRANKLIN. Yes, of this
particul ar neasure.

DR FI TZGERALD: GCkay. So for the

first nmeasure which is 2550, the title is Gout

Neal R Gross and Co., Inc.
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ULT Therapy, again prepared by the Anerican

Col | ege of Rheumatol ogy and a bri ef
description of the neasure.

It's a neasure of the percentage
of patients age 18 and older wth the
di agnosi s of gout and either and either tophus
or tophi or at |least two gout flares or
attacks in the past year who have a serum
urate level greater than six mlligranms per
deciliter who are then prescribed a urate-
| oweri ng therapy.

And so, in introducing this, |
wanted to use this nmeasure as a chance to
I ntroduce sone of the rationale for the gout
nmeasures in general and as RA was described as
a disease that there's no current cure, gout
has often been called a curabl e di sease, yet
we all see patients wth advanced tophaceous
gout on occurrence and attacks and the reason
for this is there's a lot of gaps in the
quality of care. And sone of those gaps are

hi ghl i ght ed on Page 2 of the handout.
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One of the notable problens is
t hat adherence to urate-lowering therapy is
quite poor. In several studies, it's been
docunented that adherent rates of all opurinol
for up to 30 percent of the popul ation
reveal ed that patients are only taking their
al l opurinol ten percent of the tinme as
prescri bed.

O her docunent ed studi es by
Hal pern and Col | eagues have shown that 50
percent of patients are described as
nonadherent neani ng a nedi cal possession ratio
of less than 80 percent.

In those patients who are
nonadherent there are higher serumuric acid
| evel s and in those higher serumuric acid
subgroups, there are higher rates of gout
attacks.

In addition to poor adherence,
it's also been noted that there's very little
titration of urate-lowering therapy. Patients

are often prescribed a single dose. | can
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cite three studies here where 300 mlligrans
or less are often initially prescribed and
there's no titration that follows up.

Furthernore, there's no serum
urate nonitoring or there's very poor serum
urate nonitoring done. In studies anywhere
bet ween ten or 20 percent of patients m ght
have a serumurate check in the follow ng
year.

This is problematic because Perez
Rui z and col | eagues have noted have noted that
nost patients require a dose of over 300
mlligrans to achieve the serumurate target
of six.

In a study by Annenmans and
Col | eagues, it was a | arge study | ooki ng at
4,000 UK patients and 3,000 patients in
Cermany, there was a greater adherence in the
UK with better serumurate control and fewer
flares, but again, poor adherence in both
countries was noted.

|'d like to address sone of the

Neal R Gross and Co., Inc.
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concerns about serumurate here at this tine
as well. | wanted to point out wth the
charts that are on Page 4 is that the
preval ence of gout and the instance of gout is
ri sing over the years but despite that, there
has been no change in the prescription rates
and the treatnent of patients with
hyperuri cem a gout and those have remai ned at
20 percent.

So on the foll owm ng page, another
aut hor has proposed a quality nodel, a
conceptual nodel, this is by Dr. Lin and
Col | eagues and there are many areas that could
be addressed in the managenent of gout. W're
not able to address those areas.

We focused on the physician-
pati ent provider intervention and | want to
hi ghl i ght a couple of things on this chart.

On the left side of the chart in
the system description of things that could be
I nproved for gout, one thing that these

doctors noted is that gout doesn't have any
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quality indicators and we're hopefully going
to address that here.

In the areas that have been
descri bed for inprovenent, it's under use of
urate-lowering therapy and unsure know edge
about the indications for urate-|lowering
t herapy, the lack of prophylaxis, unaware or
| ack of know edge about the target and
duration of therapy and | ack of dose
escal ati on.

The next point that 1'd like to
address is there were a | ot of concerns about
the validity of sone serumurate as a narker
And two -- actually, I'll table that until we
get to the discussion on that.

So wwth that, we'll open it up for
di scussi on.

MS. FRANKLI N: Thanks Dr.
Fitzgerald. So that noves us to our |ead
di scussants for the neasures and that's Drs.
Dani el and Dodge, if you could give your

overview of the neasure fromthe workgroup
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perspective and then we'll -- yes, go ahead.

DR DANI ELS: Wre we supposed to
do 2549 or 2550? Because he just --

MS. FRANKLIN: 2550, |'msorry.

DR DAN ELS: Ckay.

MS. FRANKLI N:  2550.

And just a rem nder that these are
Measures that are candidate for the Tria
Measure Approval that we discussed earlier

DR PACE: So, we're going to go
t hrough the subcriteria evidence first or --

M5. FRANKLIN: Yes, we'll be going
t hrough -- we di scussed the procedures and
measures and then we'll start with the main
criteria evidence, inportance to neasure -- of
I nportance to neasure and report and then
we'll be voting, but we will conduct a test
vote prior to your actual vote.

DR. DANIELS: | just want to use
peopl e on the panel here and | don't know if
|'"mthe best person to start this, but I']

give it a shot.
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So am | supposed to review the
el ement of the workgroup first and then | read
the --

M5. FRANKLIN.  Yes, if you could
just, yes, give an overview of the neasure,
the description, a quick description which we
have and then the workgroup summary regardi ng
evi dence.

DR DANI ELS: Ckay, a brief
di scussi on was percentage of adults greater
than 18 years wth a gout diagnosis, being
prescribed a urate-lowering therapy and there
was a |l ot of discussion right at the beginning
of the neasure on the 1(a) evidence report as
t he neasure.

And the first, I won't read it
verbatim but, there was coments nade that
they felt that people felt that there probably
were sonme nore information but it wasn't
presented, and it |ooks |Iike nore that was
done.

And then there were a nunber of
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guestions around how t hese woul d attacks woul d
define neasurenent of -- and they also felt
that with the performance gap that there was
sone evidence of under treatnment in this

popul ation and they felt that it would have an
Inpact, if it was proven that this was there.

And t he workgroup agreed that the
evi dence presented did not directly support
t he neasure focus and the study showed that
bet ween patients on a urate-|owering therapy
reduces the nunber of attacks should be cited
and strengthen the rationale for neasure.

There was al so sone questions
about clarification on why the serum|evels
was chosen, how that happened.

M5. STREETER: | just wanted to
junp in and ask everyone to speak really close
directly into your mc. W've been asked by
our court reporter, he's having sone probl ens
pi cking up the voices. Thank you.

CHAIR CHOU. Does Dr. Dodge have

any additional comments?
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DR. DODGE: No additional

coment s.

CHAIR CHOU: So maybe we'll open
It up now for questions or discussion fromthe
panel. | believe you have sonething you
wanted to say first?

DR FITZGERALD: | can respond to
those questions if you'd like at this tinme or
wai t .

CHAIR CHOU: That woul d be great.

DR FI TZGERALD: Ckay.

So we responded to the request for
additional data on Page 6 of the handout. W
have cited the three studies -- no, not that
one. There's a Wrd docunent, roughly 12-
page. The first page is a summary of the
nmeasures and if you go past the fish on Page
6 to the 2550 Gout ULT Therapy Headi ng.

And what |'ve done is posted the
guestions that were addressed to us and so one
of the questions was about evidence and we're

providing the citations for the three studies
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| ooki ng at febuxostat, these were two

random zed controlled trials and an open | abel
followup trial denonstrating that febuxostat
| onered serumuric acid and reduced the
frequency of gout attacks.

Al so provided here are articles
docunenting the efficacy about all opurinol.
Not surprisingly, these are older articles
dating back to the 1960s, but they describe
the effect of allopurinol on |owering both
uric acid and frequency of attack and tophus
reducti on.

There's a single article al so
cited for the use of probenecid and then two
articles that are cited for the use of
pegl oti case and the intravenous uricase that's
used specifically for patients wth advanced
t ophus.

Regar di ng questions about attack
definition, that's been updated. | don't have
that on ny copy but Melissa provided updates

for that.
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We are going into, this is the
eMeasure for the proposal for the trial
testing and we are going into testing. W are
proposing to use | CD-10 coding and so we'll be
| ooking at that during the specification phase
of our study.

The perfornmance gap was

acknow edged and the | ast question was about
the serumuric acid as a |l evel of six
mlligrans per deciliter. | do have sone nore
data on that but briefly, the six mlligrans
per deciliter has been recommended and
endorsed by the British Society of
Rheunmat ol ogi sts goi ng back to 2004. EULAR,
t he European League Agai nst Rheumati sm and
their guidelines in the 2006 and again, by the
Anerican Col | ege of Rheumat ol ogy.

The rationale for a level of six

iIs that in an article by Soji and Col | eagues

CHAIR CHOU. Can | stop you for a

second? | think we'll wait to tal k about the
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uric acid targets until we get to those
measures then we can focus on the treatnent
piece first, if that's okay.

Do peopl e have ot her comments or
guestions to ask about the supporting
evi dence?

DR DANIELS: |If you want, | don't
know, | didn't get this until |ast night.

But | did go through those so if

anybody would like a summary | can help with

t hat .
CHAIR CHOU: That woul d be great.
DR DANI ELS: Okay. What they did
was, at least to ne -- what they did is |

t hought they did a good job on clarifying what
they were neasuring. It was a little nore

cl ear and what they basically said to be in
the study, you have to either have typhus or
tophi. You have to have two gout flares in
the |l ast year and you have to have erosions on
a radi ograph.

And the way the presented seened
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at least to ne to clarify things a bit better.

The bi g study has been brought on
by Hal pern, it was |ike al nost 2,500 patients
and what it really studied was if the patient
m ght take the allopurinol, it really didn't
tal k about it, it was prescribed, it's just
that the people who they prescribed didn't
take it.

The second one by survey basically
| ooked at nedi cation possession rate, so of
the 30 percent of patients that had
nmedi cation, |ess than 10 percent kind of were
still usingit. So it |looks like that there
are any of them prescribed and not given.

And then the | ast one tal ked about
pati ents who have received nedication and it
was only 300 mlligranms, but the dose rate was
bel ow si x was only 370, excuse ne, it was 370
Is what they said the average to bring it up,
so it wasn't that far off.

The Japanese gui del i nes, you know,

were kind of nentioned and had gotten sent out
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in an email and that had a summary where they
actually used their definition was seven
mlligrans and that kind of goes along with |
think wth 2011 sone of the |ater guidelines
on that.

And then we've had a real big
study in the general practice research
dat abase whi ch ei ght percent of the UK
popul ati on were followed. And out of those,
there was really no change in proportion to
t he peopl e that were adherent.

The fishbone diagram | thought
really brought out a lot of the good points
that they were trying to bring out. And then
they gave a lot of their studies tal ked about
the latest ones with the -- I'"'mgoing to
m spronounce this, wth the febuxostat.

And the allopurinol was
surprisingly how | ow studi es were. They were
all old and they were |Iike 106 patients and
t he average was |i ke 30, 33 and 12.

And with the probenecid, there were only
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82 patients.

When they tal k about feasability,
they basically referred to the other
gui del i nes that had been used and the quality
and care of patients.

CHAIR CHOU:. Are there gquestions?

| had a coupl e.

So one is that at least in the
febuxostat trials, you know, you have to have
pretty high uric acid levels to get into the
study, | think over eight, and then you know,
a lot of the other studies focus on people
wth pretty advanced gout.

And so, | guess one of the
guestions is, you know, what is the evidence
in people wwth mnor or | ess severe attacks of
gout ?

And the other related issue is
sonething that canme up on the call which is
about, you know a lot of, in primary care,
frankly, a lot of people are kind of given a

clinical diagnosis of gout and it's often not
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confirmed. So with, you know, a joint fluid
analysis and a lot of themare pretty soft
calls.

And, you know, sonebody says ny
foot hurts and they get treated |like they've
got gout. And | guess the concern is about
possi bl e potential over treatnent is that --
or sone people -- with sone people getting
treated who don't really have gout. W' ve
given a lot of these patient, | don't think
that -- | nmean the guys you see are, you know,
different than the ones that are seen in a | ot
of primary cares.

So | guess two questions about
kind of the populations studied in the trials
and then kind of the reliability of the
di agnosi s, particularly in primary care
settings.

DR. FI TZGERALD: Ckay, thank you.
"Il take those in order if you don't m nd.

So | believe the first question

was about the Japanese study. The Japanese
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guidelines are interesting, they're nicely
witten. |In Japan, they treat asynptonatic
hypertyrosi nem a and so part of the Japanese
gui del i ne neasure was to devel op the spectrum
of patients wth gout through patients where
t hey had asynptomatic hyperuricem a.

And t hey devel oped a novel
nonmogram | ooki ng at what they defined as a
normal serumurate as |ess than seven and
hyperuricem a as greater than seven. And so
t hat becanme their threshold.

It has been argued by many about
whi ch threshold is used. The problem | have
with the Japanese guidelines is that they
recommend treatnent of patients with
hyperuri cem a who don't have gout and that's
not sonething that's been accepted here as
showi ng a cl ear benefit.

So, | wouldn't focus on the seven
mlligramdefinition fromthe Japanese
gui delines other than to say that there is

sone variability out there but the three major
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Actually, 1'll even go back and
add the Dutch guidelines which were the first
ones that are out. But the four nmjor
gui del i nes that have focused on this have used
six mlligrans per deciliter and the Europeans
have even used five mlligranms per deciliter
In the nore severe cases as the DACR
gui del i nes.

For the second question about the
| ess severe patients, one of the -- part of
the specification is that this is trying to
capture patients who have nore severe di sease
by those patients who are having frequent gout
attacks, two or nore per year. Those who have
tophi or those that have a erosions.

For the patient who's having an
attack every 14 nonths or even just one attack
per year, they wouldn't be included in these
gui del i nes.

So | think the | ess sever patients

woul d be -- | nean they would not be included
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in this neasure and, you know, hopefully then
that woul dn't create the concern about over
treating the rest of your patients.

And finally, regarding the
clinical diagnosis of gout. Gout can be tough
to di agnose even in rheumatol ogy practices,
the majority of the patients were not needl e
confirmed cases.

In fact, if you |look at the
criteria, several of the criteria have sprung
up over the years to get around the needle
confirmation. And now there are clinical
I ndi cations for the diagnosis of gout which
have high likelihood ratios in the 10 to 30
range when you're | ooking at them

And so, criteria such as podagra,
rapid response to therapy, limted duration
are all included in making a clinical
di agnosi s of gout.

And agai n, because we're | ooking
for patients who are nore severe, not the

subtle gout, | hope that and think that a | ot
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of that woul d be excl uded.

CHAIR CHOU: Yes, | think that's
hel pful. | nmean | guess | still, you know the
tophi and erosions are fairly easy when
sonebody cones in with obvious podagra it's,
you know, fairly straightforward.

But | guess ny concern are these,
you know, | nean |I'ma prinmary care doc, so |
see patients who cone in and they've been
gi ven a di agnosis of gout and | often am not
sure that they have gout. They may cone in
twi ce a year saying, you know ny foot hurts
and | --

You know, sonetines |I'll even just
ask, you know, when we kind of do the history,
we'll talk about their gout and they'll say,
oh yes, | had a fewflares and | took a little
bit of Naproxen.

| have no idea what that neans or
how reliable that is, is that really a flare?
That's really what |'mtal king about. And are

we really saying that those are patients who
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we should put on uric acid-lowering therapy?
| guess.

So anyway, is there a question?

DR MATUSZAK: Yes, | just had a
guestion for the devel opers on this and naybe
I"'mmsinterpreting this a little bit, but did
you say in the evidence supporting this, only
about ten percent of patients are actually
taki ng the prescri bed neds?

So is the outcone that we're going
-- | nmean is the bar that we're setting just
prescribing neds or is it actually that we
would i ke to see the quality outcone being
actually driving down the uric acid levels in
patients regardl ess of what nethod it takes.

| nmean, is that kind of |ike going
back to sone of the anal ogies we've used
saying that we're, you know, going through --
we're not going to target henogl obin Alc for
di abetes, we're going to target whether or not
you prescribe an insulin for it.

So, is this really what you think
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Is going to be an effective target for getting
the quality outcone we're | ooking for?

DR FITZGERALD: | think you
nicely set the stage for sone of the foll ow up
nmeasures but in the foll owup neasures, we do
specify the inportance of trying to reach and
to measure uric acid and to reach a uric acid
target .

Uic acid levels and targets are
well correlated with patient outcones. But
the first step is getting patients on therapy.

The British study showed t hat
patients aren't on it and then patients
aren't taking it but the way you would
encour age adherence is by trying to get
patients to a uric target.

DR. MATUSZAK: Yes, it certainly
seens that that probably as the bigger
obstacle and barrier to overcone and | think
how you position this one, this particular
nmeasure in the prescribing of the ned being

the process that we're | ooking at, again,
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| ooki ng at the avail abl e evidence that's out
there | think that really the evidence is
driving at lowering the uric acid |evel, not
necessarily just by nmaking the prescription,
actually getting patients to take it, actually
getting themto do the dietary nodifications
and everything el se seens to be a nmuch bi gger
yield for the quality outcone.

DR FITZGERALD: | think this
nmeasure by itself wouldn't address all those
I ssues. There is interesting evidence on
adherence in how the drugs are prescribed or
what gets patients to they to stay on their
drugs.

CHAIR CHOU:. | see a question over
t here.

| Just wanted to nmake one foll ow
up comment first.

| think in order to inprove
adherence, you first have to get people to
start prescribing the ned, | think that's

generally where we start with the quality
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nmeasur es.

The second point is that this is
the sanme for many chronic conditions. | nean
hypertensi on, managenent of hyperli pi dem a,
managenent of diabetes, it's |less than 50
percent adherence rate so this is not unique
to this condition.

Any comrents here or questions
here?

M5. DAVIS: | was just thinking
about what Jason was saying is why don't we
just go to the end point here and figure out
what the | evels, you know, neasure the |evels.

" mrepresenting the consuner and
t he purchasers perspective and naybe one way
of getting there is by actually publishing or
reviewing the |levels of different
practitioners, conparing themto each other
rather than going through -- letting them
figure out how to get the patients to keep
conpliant, letting themfigure out howto

change their behavior.
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CHAIR CHOU:. Are there any other

guestions or coments?

DR, JARRETT: This is a related
guestion. Disclosure, |I'mnot a
rheunmat ol ogi st, but could you tell us a little
bit about why the conpliance is low? |Is there
a financial barrier to the patients? |Is there
cause and side effect barrier for patients?
Wiy are patients who are prescribed these
medi cati ons not taking thenf

DR FI TZGERALD: So when you | ook
at the cited evidence, and | have that |ater
i n one of our discussions, education is a big
conponent. It's been postul ated that not
checking | evels and not giving patients
f eedback i s anot her conponent.

When urate-lowering therapy is
prescribed, there's an expected increase rate
of gout attacks during the first three to six
nont hs. That has a potential negative
feedback and so if patients aren't educated

about that and if patients aren't prophyl axed
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agai nst those attacks, there is a risk of |oss
of adherence.

And so those are the reasons cited
with |ack of adherence and the flare rate
during the first three to six nonths was one
of the strongest associations. It had a
twof ol d increase. Those patients who fl ared
were less likely to stay on their drugs.

So there's inportant education and
then we think of prophylaxis is inportant as
wel | .

DR, JARRETT: |Is there a financial
barrier?

DR FI TZGERALD: Well, there
shoul dn't be. You know, allopurinol is dirt
cheap. It's been around forever. Coltrazine
used to be dirt cheap but no | onger the case,
hopef ul | y agai n.

The newer drugs are quite
expensive. W're really not interested in the
big | oaded case. W' re not addressing that

wth any of these patients. W're not | ooking
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at the severe or refractory cases really, but
the cost of allopurinol, it doesn't cost a
| ot.

But again, the asynptomatic period
bet ween attacks, it's very nmuch |ike
hypertension. You know, RA, there's a good
feedback, if you don't take your drugs you
hurt. And wth gout, if you're feeling well,
a lot of patients want to try and cone off
their drugs and they just don't feel they need
anyt hi ng.

The problemis that those urate
crystals, as long as the | evels are above si X,
they're going to start form ng and those
crystals are auto-inflammtory and can cause
er osi on and danmage.

DR CHOU.  Yes?

DR DANI ELS: Just a followup
that just froma primry care standpoint.

What happens is nost of the tine
people go to the doctor when they have a

probl em and they want that fixed and then
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ot herw se, getting themto cone inis alittle
bit tough.

So there's a |l ot of confusion
because there's a bunch of issues here that
are sort of all intertwned and so, you know,
they really care, | don't want ny toe to hurt.
Ckay? And so then the doc gives them you
know, an anti-inflamatory which really has no
effect on the long-termdeposits of tophi and
all that to happen

And | al so know we' re di scussing
ot her issues here besides the |evel of the
uric acid because there are people that cone
in wth attacks of | ow and often people with
hi gher acid |levels, that don't have gout
attacks but they end up having danage to ot her
organ parts.

So and then when it cones into it,
there's even, | think anong providers, a
guestion on, you know, how do you actually
di agnose gout? Because for along tine, it was

i ke you've got to stick a needle in the joint
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and those who have in a primary care setting,
you don't get nmuch and then when you get the
fluid, that's very difficult, if you're not in
the right center to identify. And so they're
kind of hesitant to stick a needle in
soneone's toe and then, you know, what do you
do? So there's a |lot of guessing.

And so if you're a doctor, you're
saying |'"'mnot really sure about this and they
cone in every so nany years because their toe
hurts, we probably know that's going to get
nmeasured. |I'mnot saying that's right, I'm
just saying that's kind of how it works.

(Wher eupon, the above-entitled
matter went off the record briefly at 10: 00
a.m)

However, worrying about quality
over a |large scope of physicians, | worry
about the neasure because we are neasuring
sonething that, quite frankly, we haven't done
the education to really teach people howto

respond.
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And although it is good to say

that, all right, this is where our baseline
Is, and it would provide baseline, and maybe
as a trial that is good, | worry about the
fact many of the primary care physicians out
there do not know how to deal with the first
six nonths when the fl areups occur. They
don't know how to deal with which drug to use
and how to titrate the drug.

And al t hough these neasures are
good to serve as baseline, | worry that we
w Il spend three-four years seeing terrible
results, seeing if the results are valid, et
cetera, and that it can't go without a
concom tant program O herw se, we are just
nmeasuring the fact that we don't do well. And
I know that we all know that in the general
comunity we don't do well.

DR, FITZGERALD: | am not sure how
to solve the education problem There has
been over a decade with four agencies putting

out gui deline reconmendati ons.
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As fantastic as | think the ACR

gui delines were, in all honesty, they are not
that novel. They really restate what has been
stated for years. And yet, the ball hasn't
noved on that.

| think there is sone |ack of
appreci ation of gout and what it can do. W
may have to indirectly thank sone of the
phar maceuti cal conpanies for pronoting gout.
It has becone nore -- you see it on
comercials, the guy wal king around with that
bi g beaker of green juice. And sone of that
Is notivating patients to ask nore about gout.

So, gout really hasn't been on the
radar screen. It has sort of been thought you
can treat it intermttently. But we do see
the patients that advance to danage, erosion,
tophi. They undergo surgeries. There is
significant norbidity, and the drugs can be
quite toxic, as you advance with renal disease
and NSAIDs and steroids. And so, it is

Inportant to try to treat these earlier
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And a greater public awareness is
needed. | amnot sure that we are going to
have a public canpai gn

COCHAIR CHOU: | think there is a
comrent there, and then, Carl os.

MEMBER ANNASWAMY: Has ULT been
defined? Wat are the drugs that count as
ULT?

DR FI TZGERALD: So, it would be
al | opurinol, febuxostat, and probenecid, which
are the avail able agents right now. W are
not i ncluding pegloti case.

MEMBER BAGLEY: | guess the
guestion | had was, how are the nunber of
flares defined? 1Is it, as you were alluding
to, just what the patient reports or is it
that the patient actually has sought nedi cal
attention to it? Because | think that is
sonmewhat of a concern for ne.

DR FI TZGERALD: Yes, we wl !l be
refining that in the specification phase.

But, with the 1CD-10 coding, there is a code
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for gout flares. So, it would probably be,

our measure woul d probably be | ow on
sensitive, neaning that sone patients would be
sliding by, but the specificity should be
good.

CO- CHAIR CHOU. Yes, | think we
w Il tal k about that sone nore when we get to
the specifications.

So, maybe are there other, one or
two nore comrents?

MEMBER GHOGAWALA: Just one | ast
qguestion. Wat nunber of patients are we
tal ki ng about here? This sounds like a nore
severe segnent of the people who have two
flares a year of tophi. Could you give us
sone perspective of this population that we
aimto study wiwth this neasure?

DR FITZGERALD: | don't know the
exact nunbers for that, but, of all the gout
patients -- and gout patients, again, you saw
the 4 percent; it is 8.4 mllion people. The

cocktail napkin calculation is | had 20
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percent and Dr. Gardner had 30 percent. So,

20 to 30 percent of patients m ght be that
nore severe form NMost patients are really
going to be the mlder for. That nodel is
difficult.

CO- CHAIR CHQU: Yes, one nore
conmment .

MEMBER SCHUNA: Yes, ny question
was with regard to it | ooks |ike you are
recommendi ng urate-lowering therapies, maybe
not addressing appropriate therapies in sone
cases.

For exanple, a patient with toph
or renal dysfunction or a history of kidney
stones probably shouldn't be on probenecid.
|s there any cost for that or is an
efficiency?

DR. FI TZGERALD: | think probably
for future devel opnent we were trying to keep
it sinple without going to too many
speci fi cati ons.

CO CHAIR CHOU. | have a quick
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process question before we nove on. So, we
said earlier that we want to vote on the
nmeasures as they are presented.

But, if, for exanple, there was a
nmotion to limt this to people with tophi
erosions or sonething |ike that, does that
mean that this has to kind of go through the
whol e process again or is it still possible
for it to nove forward with sone nodification?

M5. FRANKLIN: W generally have
to | ook at the neasures as they are presented
tous. |If there were evidence that the
devel oper could present that that nodification
woul d be supported within the neasure wthin
the tinmefrane of this project --

DR, FI TZGERALD: Qur neasure is
specified for erosions, tophi, or frequent
attacks. This is just the summary
descri ption.

MEMBER MATUSZAK: Actually, it is
in the denom nator. Wen they discuss the

denom nator |ater on, that is where they

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 93

actually said that --

COCHAIR CHOU. Right. Well, what
| was referring to was, could the denom nat or
be nodifi ed.

MEMBER MATUSZAK: Can | just ask
one nore question on the evidence before we
nmove on?

| just noticed that the articles
here that you cited in this additional piece
that you gave us today, this | ead author on
all three of those. Just so | amclear on
this, does that author have any conflicts or
any di sclosures or anything that m ght be
rel evant to the discussion at hand on the
evi dence?

DR FI TZGERALD: | don't know Dr.
Becker's conflicts, but if he was the | ead
author on all the febuxostat trials, | amsure
he recei ved sone benefit from authorship.

CO CHAI R CHOU:  Maybe we will have
Dr. Daniels kind of |ook at the evidence and,

then, see if we are ready for a notion or a
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vot e.

DR PACE: To just do a
clarification, fromwhat | have | ooked at in
the subm ssion form this is an exanpl e of
where it is based on a guideline. This isn't
a systematic review, you know, of a rating
review, and consistency wasn't provided. So,
we woul d start at the bottomrating.

CO-CHAIR CHOU: Yes, are you
saying we start at the noderate and, then,
what has been presented additionally since
t hen?

MEMBER ANNASVWAMY: Are we using
noderate as the highest it can be?

DR PACE: Wthout a systematic
review that has been systematically reviewed
and rated. So, there is no doubt that there
sone evidence, that the evidence is here, but
there hasn't, at |least fromwhat | have seen,
there isn't the systematic review where the
studi es have been graded on the quality of the

studi es and, then, gone through the whol e

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 95

process of quantity, quality, consistency.

MEMBER ANNASWAMY: My questi on
was, you said you can start at noderate.
was wondering, is noderate the ceiling or the
fl oor?

DR. PACE: The ceiling.

MEMBER ANNASVWAMY:  Ckay.

MEMBER BUTLER:  So, just for
clarification, we are wal king our way through
this algorithm correct, and we are basing it
on this second block, No. 3. And we are
saying no to that on the evidence?

DR. PACE: Correct. Well, we are
saying -- yes, right.

DR FI TZGERALD: Could | just ask
for a point of clarification? So, these
measures were based on the ACR 2012
gui delines. They were derived fromthat.

That was based on a guideline review that did
grade all the evidence.

DR. PACE: W understand that, and

that is the reason that they can at |east get
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a noderate rating. But we have asked the
devel opers, because all guidelines are
different, we asked the devel opers to provide
a summary of that systematic review of the
evi dence where they summari zed the quantity,
gquality, and consistency froma systenmatic
revi ew.

And so, we understand from
devel opers that a lot of tinmes guideline
devel opers don't nake that available. But if
It has been a guideline that is evidence-
based, that is where we say, well, then, go
ahead and at |l east give it a noderate rating.
But, without really know ng the details of the
systematic review, that is the thinking behind
this algorithm

MEMBER DANIELS: | feel like the
young country fullback that is a freshman
goi ng agai nst the UCLA Bruins Al -Anerican
I i nebacker here.

But what | amgoing to say is |

think noderate is okay. | nean, this
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percentage of patients | think is sonething
t hat has been shown.

And then, | will kind of make it
conpl ex and say, if they picked the six, |
think that is probably alow | wll split
noderate to | ow; you can pick which one you
want .

CO- CHAIR CHOU.  Yes, | think,
again, we can address the targets when we get
to the target neasures. | think here
essentially we are tal king about do we think
there is evidence support use of urate-
| onering therapies in people wwth nore severe
gout. So, what we think the evidence behind
t hat woul d be.

DR PACE: And the question about
where we are in the algorithm actually, the
answer to No. 3 is that there is evidence, but
No. 4 is, is there a summary of the quantity,
gquality, and consistency? And that is where

the "no" is. So, you are kind of [ooking in

Box 6 now, based on the guideline
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reconmendat i on

| also didn't see in this
subm ssion the definition of what those grades
mean, which we can ask for. But it was stated
It was grade A

Each gui deli ne devel oper tends to
have di fferent descriptions of what those
mean, but the idea is, do you agree that that
Is sufficient evidence?

MEMBER BROTMAN: Can you provide
an expl anation of what "insufficient

evi dence," the conception, is and how it
parses out at the end of that chart to a go-
or-no-go status?

DR. PACE: (Good question. | know
that this gets a little conplicated.

So, basically, what we think
i nsufficient evidence neans is, if it is based
on nore of an expert or consensus opi nion
versus actual enpirical evidence, that is

where we woul d say insufficient, versus |ow

woul d nmean there is evidence, but it indicates
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you really shouldn't do whatever is being
suggested. That is pretty unlikely that
people wll bring those kinds of things
forward.

The other way you could get at a
lowis if the evidence is really inconsistent.
So, there may be evidence -- and this is where
the systematic review is very useful because
there may be evidence, and, ultimtely, when
you | ook at the whol e body of evidence, it may
be inconsistent and conflicting. And the
thinking there is, then, it is really not the
right time to nove forward with a perfornmance
nmeasur e.

But insufficient with exception
would nean that it is primarily a consensus
recommendati on w thout a body of evidence
behind it. But there are reasons that you, as
the Steering Commttee, thinks that it nmerits
havi ng a national perfornmance neasurenent,
whi ch neans, you know, naybe there isn't a

better neasure at this point in tine; that the
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recommendation i s based on a group consensus;
that that is the way to nove forward versus
just one small group, and the Steering

Comm ttee agrees.

So, soneone brought up the
guestion, well, why not just neasure the uric
acid? Mybe there is reason not to or that is
too difficult. But you all are experts in the
area and know where things are at and the
possibilities.

MEMBER BROTMAN:  Yes, just a
followmp. So, if that category is voted on
the sane effect as |low and insufficient
evi dence or --

DR PACE: Yes. Ckay, that is a
good question. W have been kind of deciding
how best to present this. W have done it
di fferent ways.

But | ow would nean it doesn't go
forward. Insufficient evidence, it would not
go forward. Insufficient with exception, it

could go forward.
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And if this becones an issue, we
may have to split it and first have you just
vote on the evidence that is there, and then,
cone back and ask you to vote on whet her you
want to nove forward with an exception. But
we Wil kind of see how that goes.

COCHAIR CHOU: Yes, just to
follow up on that, | nean, | have been
i nvolved with stuff wwth ACP, for exanpl e,
wth end-of-life care and counseling where
there is no studies that show that that
I Nnproves patient outcones, but there are
et hi cal and ot her reasons why peopl e think
that is a good thing to do. So, that is one
possi bl e exanpl e.

Another is in the area of safety,
where we often don't have good studies.
have done a | ot of work with opioids where we
don't actually have any good data show ng that
doi ng urine drug screening and PDWVP
monitoring, and all this other stuff, actually

reduces abuse or addiction rates. But people
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think it is a good idea because people are
dyi ng from overdoses.

So, those are a coupl e of exanples
where we may not have good evi dence, but
enough of a consensus.

DR PACE: And | think that is a
good point. You know, the benefit should
out wei gh potential harm And the reason we
have this in here, and we shoul d have
nmentioned this to begin with, is that these
recommendati ons are for national standard
performance neasures, which puts in place, in
notion, a whole infrastructure for people to
make sure they are doing them to collect the
data, to report the data, et cetera.

And so, we want to nmake sure the
evi dence warrants, or in the cases that we
tal ked about exception, warrants really
putting that all into notion.

MEMBER GRAY: | would also like to
ask a question, a clarifying question.

Roger just restated this: that

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 103

what we were voting on in ternms of the

evi dence was that, if the nedication was
prescribed, it would | ower the neasures. But
isn't the way this is witten nore focused on
getting the doctors to prescribe it? Isn't
that really kind of the key? O which way
does it provoke?

DR FI TZGERALD: So, if the
pati ent has one of these three conditions and
a high serumuric rate, then the doctor should
prescribe the nedication. And so, it is
really about the doctor prescribing the
nmedi cati on under right conditions.

MEMBER GRAY: But do we have, |
nmean, in the evidence do we have that they
don't prescribe it in those conditions?

DR. FI TZGERALD: Yes, there is a
big British study that is saying only 20
percent of patients m ght be getting that. It
wasn't the exact sane specifications. So, it
wasn't a perfect fit. But there are |ots of

exanpl es and citations where there is | ow use
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of urate-|owering therapy.

DR PACE: So, that woul d be about
t he perfornmance gap.

COCHAIR CHOU: Yes. So, | was
going to say that, | think, is the next step,
opportunity for inprovenent.

For this first piece with the
evi dence, what we are looking for is that
there is a link between an action and an
outcone, right? So, we are | ooking for
whet her prescribing a therapy inproves
out cones or reduces harns or both. So, |
think that is where we are focusing on with
t he evi dence.

W w il talk about the performance
gap | think next.

DR. PACE: | think you are asking,
it is this what we tal k about, the kind of
pat hway which has it has to be prescri bed,
but, then, as we have tal ked about, the
patient has to take it before you are actually

going to see the inpact on the uric acid
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| evel s.

Again, ideally, you want to
nmeasure things, the outcone or things closest
toit, but this may be the best you can get at
this point in tine. So, you need to do that.

CO-CHAIR CHOU. So, | think we
have one --

MEMBER MATUSZAK: | just want to
make sure. So, this neasurenent that we are
using here, we can only grade this as noderate
if it nmeets grade criteria high or U S.
Preventive Services Task Force -- I'msorry --
A levels, right? |If it doesn't neet that
criteria in either case, then we can't rate it
as noderate? It has to go to |ow or
I nsufficient?

DR PACE: That is the way the
algorithmis, that it really should be,

W t hout that quality, quantity, and
consi stency, that it should be based on that.
But that is where the guidelines graded it

Grade A | don't know if you can speak to
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what Grade A neans for that guideline.

DR FI TZGERALD: W used the
Anmerican Col | ege of Cardiol ogy ratings for
evidence A, B, or C A was either a neta-
anal ysis or nore than one random zed
controlled trial

And so, in this instance,
f ebuxostat studi es would be two random zed
controlled trials show ng that the allopurinol
data woul d probably be under that data as
well. It is probably evidence B. It is
mul tiple series.

DR PACE: So, could you clarify,
are you saying "you," as the neasure
devel oper, graded the evidence or the
gui del i nes?

DR FI TZGERALD: The Cui deli nes
Commttee graded it.

DR PACE: Ckay. Oh, okay.

DR FI TZGERALD: Yes.
DR PACE: kay.
DR

FI TZZGERALD: So, the
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gui del i nes woul d have been the recommendati ons
related to the devel opnment of this being rated
A based on the febuxostat studies.

CO CHAIR CHOU: W have a noderate
on the table.

One nore comment here or?

MEMBER BROTMAN: | just wanted to
state that, just for clarification, the rest
of, I think 20 percent of the guidelines are
based on |l evel Grade A and the rest were G ade
C, if I amnot m staken.

DR FI TZGERALD: | couldn't give
you the percentages on the breakdown, but the
majority of the gout data was B and C dat a.

It certainly wasn't all C. But there was a
lot of B, and the mnority -- there are not a
| ot of gout random zed trials.

DR YAZDANY: But | think it
warrants repeating one nore tine that this
reflects the fact that the data is old, and
that the incentive to do a random zed

controlled trial in the last 20 years on the
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drug that costs cents is not there. And so,
we just have to take that into consideration.
It requires a nuanced | ook at the data. No
one is going to do a random zed controlled
trial of allopurinol at this point because
there is no financial incentive to do so.

But that doesn't nean that the
drug doesn't work. W have used it for 60
years, and it is just common know edge and
standard of care that it works.

CO CHAIR CHOU: Yes, | nean, the
strength of evidence, when we do our evidence
reviews, we really |look at that as a neasure
of certainty. And the way we think about it
Is, do we think if there are other trials that
cone out, wll it change what our concl usions
are? |If sonebody did a trial of allopurinol
today, do we think it would tell us that this
stuff doesn't work for gout?

And even if you don't have huge
random zed, you know, placebo-controlled RCTs,

you can still be fairly certain about that.
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| have done reviews on vision screening for
the Task Force where there is no trial of
cataract surgery versus a placebo. You don't
need one, right? You take out sonebody's
cataract and they can see, and they couldn't
see before.

So, there's plenty of exanples
i ke that where, you know, we can use, |
think, evidence that isn't as high on the
hi erarchy, or whatever, and still have pretty
certainty of what the effects of the
Intervention is going to be.

| thought there was a question
her e.

MEMBER DODGE: | have concerns
just about how the state of all the | edgers
are and how contingent the evaluation of, say,
this neasure is on the others that actually
didn't follow through on eval uati ng evi dence
and whether this actually hel ps people with
gout as part of the short-term especially if

there is an increase in flares and people
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initiate urate-lowering therapy. And if they
aren't given these other prophylactic pieces,
we coul d be doi ng net harm by j ust

I npl ementing this nmeasure al one.

And so, how do we manage those
conti ngencies when we are trying to take each
measure as its own standal one?

DR FITZGERALD: | think that is a
good point. Again, | think in the nore severe
patients, the risks of not treating are a
little bit higher. And again, we wll work on
educating. W will continue to try to do
that, so that this is used in the nost
effective way.

| still think that in a patient
who has had frequent attacks or evidence of
damage, that getting themstarted on
therapy -- those patients who are having
attacks a lot, hopefully, they are on
prophylaxis, and if they are not, there is a
common customon how to treat their attacks.

So, | think in this select group, there is a
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little less concern. | think in the group
where there is little risk of progression to
damage, then there would be harm But that is
not being applied to this neasure.

CO CHAIR TEMPLETON: This is Kim
[f | could nmake a comment, too?

| guess making sure that the
measure also is still focused on drug
treat ment when we know that the nore holistic
approach is to also ook at lifestyle factors.
So, would this potentially, then, result in
| ess patient education about the other things
that are part of gout care, with the ful
focus on nedi cati on/ nmedi ci ne?

DR FI TZGERALD: Lifestyle is
I nportant. There have been studi es show ng
that lifestyle can lower uric acid |evels as
much a mlligram per deciliter.

In fact, in the Japanese study
that has been reported for patients with mld
hyperuricem a, they recommend |lifestyle.

The ACR gui del i nes do address
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lifestyle and recomend that every patient
shoul d be counseled on |ifestyle and changes.
For the subgroup of patients here
wi th nore progressive and advanced di sease,
there are studies that show that lifestyle
al one i s probably not efficacious enough in
thi s subgroup.
CO CHAIR CHOU: Yes, again, this
woul d be anot her one where | would have a
guesti on about whet her the denom nator
exclusion m ght incorporate whether |ifestyle,
you know, things that are identified to work
first.
Again, | amnot sure how strictly
we have to adhere to the neasure as presented.
DR FI TZGERALD: W really wanted
totry toinclude -- that was both in the
gui delines and in the nmeasure devel opnent.
But the conplexity of trying to abstract from
the chart lifestyle interventions and
counsel ing we thought was going to be

conplicated. And so, we focused for a
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si npl er, cl eaner neasure.

CO CHAIR CHOU: Yes. GCkay. Well,
again, we have a noderate on the table. Wy
don't we test the clickers? And then, we can
see if there is a notion and nake a vote on
t he evi dence.

DR PACE: Wiy don't you go back
to just the one or two one? Yes. Yes, that
one.

Ckay. W are going to test the
FOBs, so that we have got everybody's vote
regi stered. And you have got 60 seconds to
ai myour FOBs.

CO CHAIR TEMPLETON:  And this is
Kim How do I vote?

M5. STREETER. Kim if you want to
text Chad and ne through the webinar your
vot e?

CO CHAI R TEMPLETON: Ckay. Just
hit the Send thing at the bottonf

MS. STREETER  Yes.

DR PACE: And in this case, your

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 114

options are 1 or 2.

M5. PHILLIPS: Your options are 1

or 2.

CO CHAI R TEMPLETON:  And what is 1
agai n?

DR BURSTIN. One is yes; two
s --

DR PACE: This is just a test.
It really doesn't matter what it neans.

COCHAIR CHOU:. W th your
m cr ophone on, repeat the instructions.

Just push 1 or 2 and point it to
her .

M5. PHILLIPS: And point right
her e.

One nore.

MEMBER GHOGAWALA: W don't have
to say Send?

MS. PHILLIPS: No.

There we go; we have 22 now.
Ckay, so the voting works.

This is what a voting slide wll
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| ook like. So, back to the beginning of this.

MEMBER DANIELS: Can | ask, is it
a strict mgority? |Is there a supermgjority?
What are the rules here?

Could | ask for a question before?
Because | weighed-in. | wondered if the
sophonore runni ng backs wants to -- |I'm
pointing to Dr. Doge. Do you have an opi ni on
on this?

MEMBER DODGE: My earlier conment
was not just to the devel oper, but also to
process, where if we are evaluating this
measure and there are nultiple contingencies
about how likely this neasure is to be
effective that are based on ot her neasures yet
to be discussed, how can we eval uate that
evi dence?

M5. FRANKLIN: So, we still have
to evaluate the neasure just as it stands
al one at this point and based on the input
that we have received fromthe devel oper on

their ability to nodify or not nodify the
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nmeasur e.

COCHAIR CHOU: | guess, do we
have a notion to vote on this as a noderate?

M5. FRANKLIN:  Soneone did ask
whet her this was a najority vote, and we do do
voting by percentage. And if the vote falls
wthin this 40-to-60-percent range, this is
supposed to be reached and we consider the
nmeasure in the gray area. To the extent that
it is 40 percent and above, the neasure can
conti nue through the process, to public
comrent, and then, consideration by the
Steering Commttee.

| f the percentage of vote falls
bel ow 40 percent, then that would be for | ow
or insufficient evidence. At this point the
measure woul d not pass.

Are there still questions about
the voting and the percentages?

(No response.)

Ckay. | turn it over to Dr. Chou

COCHAIR CHOU: Al right. Do we
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have a notion to vote on the evidence?

We don't need to? kay, let's
just do it.

M5. FRANKLIN. So, for this
nmeasure, you would be voting high, noderate,
low, insufficient. And then, if the Commttee
feels Ii ke we shoul d exercise an exception to
the evidence, if there is an insufficient
vote, then we would | ook at --

DR PACE: Well, no. R ght now,
let's try this, unless we get caught up on the
I nsufficients.

But, basically, 1 is high, and we
have al ready kind of tal ked about that, only
eligible if the summary of the quantity,
gquality, consistency submtted -- 2 is
noderate; 3 is |low, neaning the evidence woul d
really indicate you shouldn't do what is being
suggested. Four would be insufficient
evi dence, but you think it neets the
exception, that even though the evidence isn't

strong, it really is sonething that, you know,
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for consensus opinion and benefits outweigh
harms. And then, 5 would just be there's
insufficient to nake a deci sion one way or the
other. You just can't tell because there
wasn't enough evidence. Ckay?

M5. PHLLIPS: W wll have 60
seconds, and the voting starts now.

(Vote.)

M5. PH LLIPS: W wll be taking
22. We have one renote who is voting via
chat. That's right, we are 21; that is
correct.

So, we can see that 67 percent is
noderate. Low was 10 percent. kay.

Fourteen, noderate; 2, |ow
I nsufficient evidence with exception, 1, and
I nsufficient evidence, 4. And that neans the
measure can go on.

COCHAIR CHOU:  So, | think we now
nove into this performance gap issue, the
opportunity for inprovenent.

Dr. Daniels or Dr. Dodge, would
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you like to present? W have al ready tal ked
about it alittle bit, but maybe just
sunmari ze it real quick?

MEMBER DANI ELS: Well, basically,
you know, the new evidence that they have
here, there is probably some roomto inprove
that, you know, with patient conpliance.

It is pretty clear. So, | guess |
will keep it short. That's all | wll say.

Basically, the Wirk G oup cane out
and said that, overall, less than optinm
performance of quality of care; providers wll
ki nd of already know. And there is disparity
anong groups, and then, wth the information
fromthe study and, also, the WK
I nformation --

COCHAIR CHOU: | guess ny only
guestion is that nost of the data presented
seemto be about adherence and not about
prescribing rates, but | assune that they are
bot h an i ssue.

DR FI TZGERALD: Yes, | would
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think the evidence that best addresses the
prescribing rates is what | would provided in
t he handout by Quo and coll eagues. It was a
2013 publication, and it was |ooking at the
trends of the incidence and preval ence of
gout, which is the two left charts.

And the chart in the right colum
shows the proportion of patients that had been
prescri bed urate-lowering therapy. That has
remai ned low. These are patients who are
di agnosed with gout. That has renai ned | ow,
and it has actually even fallen off over
recent years.

CO CHAI R CHOU:.  Any ot her
di scussi on or questions or conments?

(No response.)

Al right. It sounds to ne like
it is tinme to vote on the perfornmance gap
I ssue here.

M5. PHILLIPS: You have four
options, 1 for high, 2 for noderate, 3 for

low, and 4 for insufficient.
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You may begin voting now.

(Vote.)

We have 20. W need one nore.
There we go.

Ckay. W have 4 for high. W
have 15 for noderate. W have zero for |ow,
and we have 2 for insufficient.

CO CHAIR CHOU:  So, | think that
means that we agree that this is high-enough
priority in ternms -- or excuse ne -- there's
enough opportunity for inprovenent to nove on.
Correct?

All right. So now, we are into
the priority discussion. And again, Dr.
Daniels or Dr. Dodge, could you briefly tel
us what you think about how this neasure
addresses a healthcare priority? Again, we
have heard a lot of this before. So, it can
be pretty qui ck.

MEMBER DANIELS: It's there. You
know, the stuff that | read from actually,

stuff they gave ne | ast night, sone of the
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things that | thought were linked aren't, or
at |l east there's not good evidence. You know,
| always thought that the netabolic syndrone
and all that really affected it, and there
really isn't any direct evidence. There is
sonme association, but there is no direct
evidence. But there is pretty good evi dence
that there are problens with the tophi and

t hat .

The nunber of patients, you know,
how big this hits on the National Priority, |
ki nd of bowto the group here. It probably
knows nore than I on what you need to do, on
how many people this will affect when they
come into the doctor's office. By the tine
they go through the things they want to go
t hrough, you want to go through, and then,
what the guidelines go through, is there
enough tine?

So, | will leave it at that.

MEMBER DODGE: | think the only

addition -- and this cane up on the call -- is
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that there was a study or there were nunbers
about gout in general, but not necessarily
what subgroup this particular criteria

represents of that 8 mllion Anericans that

suffer fromgout. | think 20 to 30 percent
sounds |ike the estimate, which is still is
substantial. But that wasn't clearly
speci fi ed.

CO CHAIR CHOU:  Any ot her
guestions or coments?

(No response.)

Al right. | think we are ready
for a vote here. So, this is on healthcare
priority.

M5. PHILLIPS: You have four
options, 1 for high, 2 for noderate, 3 for
| ow, and 4, insufficient.

And the voting begi ns now.

(Vote.)

And we are at 21.

We have 1 for high, 14 for

noderate, 3 for low-- I"'msorry -- 2 for |ow,
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and 4 for insufficient.

COCHAIR CHOU:. So, | think it
passes for that criterion as well.

So, then, | think we nove on to
ki nd of nore the kind of inplenmentation stuff.
| don't think the quality construct is
rel evant for this neasure.

And so, the next area that we need
to address is the reliability. The testing
isn't relevant, right, because it hasn't
been --

DR PACE: R ght, and good point;
we probably should have added a new slide for
the trial neasure.

So, basically, what we need to
| ook at here are it is HQVW specifications.

And did Chris or the team | ook at
the specs and say that they were sufficient?

I am not sure we need to go beyond that, but,
Angela, | amnot sure what has been done.
M5. FRANKLIN: | believe, based on

our review of the specifications, the HQW
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specifications, they were sufficient wwth the
nmeasur e.

DR. PACE: And that's confirnmed?

M5. FRANKLIN. Yes. So, that was
what we | ook at.

CO CHAIR CHOU:  So, does the
Comm ttee vote? | nean, | amnot clear
exactly what we are voting on.

DR PACE:. So, it is a good
question. So, it is an excellent question.
We need to think this through here and ask you
to think it through with us.

So, | guess what we could do, you
know, we did have staff that reviewed the HQW
specifications. W don't really expect al
the Steering Commttee nenbers to be able to
do that.

W will be asking you to vote on
feasibility, which gets into the feasibility
of the data el enents of the neasure | ogic,
whi ch the devel oper shoul d have presented

sonet hing for you
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So, | guess what we could do is
just ask if anyone had any questi ons about the
HQW specifications or any concerns about the
speci fications that we should address. But |
amnot sure -- | will ask you if anyone has
anyone has any suggestions. | amnot sure
that we would really need to vote on those.
But were there any issues wth thenf

Yes?

MEMBER VI SCO | guess nmybe j ust
a point of clarity then. Since there is
not hi ng under exclusion criteria ends, and |
know there is sonme wording in there regarding
the specific -- if a patient declines a
medi cation, then there has to be sone evidence
behi nd t hat.

And again, | amnot as famliar
with this evidence. And if there is evidence
behi nd patients deferring or declining
nmedi cati on, you know, they want to put arnic
on their feet for three weeks before you give

them the prescription, or whatever.
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And then, the second thing would
be contraindications to oral adm nistration of
medi cat i on.

DR PACE: So, | think you raise
sone good points. | think we should have the
Commttee at | east ook at the English
| anguage of the specification and rai se any
I ssues you have about it, exclusions and
things of that nature. So that we can nake
sure that those are clarified and we can think
about voting regarding this while you are
t al ki ng about them

But, you know, there really are
two i ssues about specifications. One is that
they are precise, and that is part of what the
HQW review woul d do, and, also, that they are
I n appropriate HQVF fornmat.

But the other part is, are the
speci fications consistent wwth the evidence
that was presented? And | think that is part
of what you are getting at.

So, why don't you just have a
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brief conversations about those issues?

COCHAIR CHOU:. So, it |looked to
me like the reliability is just whether they
report what they want us to neasure. But the
validity is where we get into this evidence,
you know, what the match is and whet her there
shoul d be different exclusions, et cetera.

DR. PACE: Right. So, I think
what we are just going to do is focus on
specifications. And there are two issues
about specifications. It is really do you
have any questions about the specifications
that need to be clarified. W already know
that the HQW works, but if you have questions
about the specifications and whether they are
appropriate, then | think we should bring them
up here.

COCHAIR CHOU: Right. So, the
one thing that cane up earlier was that people
wth frequent attacks, it wll only be people
who basically present to the office and the

doctor codes it as a gout attack. So, there
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w |l be probably a | ot of people that either

don't conme in or it is not coded, and they are
going to be mssed in the denom nator,
correct?

DR FI TZGERALD: Correct.

CO CHAIR CHOU: Gkay. And then,
we had already tal ked earlier about just the
guesti on about how sonebody defines a gout
attack or clinician, but |I don't think we are
really going to be able to get into that here.

Are there other questions or
Issues in ternms of the specifications?

MEMBER ANNASWAMY:  Validity of
including -- there is no denom nator excl usion
specified in this neasure. So, as ny
col | eague here nentioned, shouldn't we exclude
pati ents who voluntarily say, "No, | don't
want to be treated wwth drugs."? O are there
contrai ndications to then? Are those
denom nat or excl usi ons?

DR YAZDANY: So, traditionally --

and Karen can correct ne if | amwong -- but
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pati ent preference, we have gui dance that that
I's not an appropriate exclusion, based on NQF
materials and sort of the national clinmate.

DR. PACE: So, exclusions or
exceptions has gone back and forth. And so,
the NQF criterion guidance on the patient
preference really shouldn't be part of
excl usions unl ess they can be appropriately
identified, because that is sonmething -- a | ot
of this cones fromthe idea, you know, it is
sonething that is easy to check off.

You know, the question with
exclusions is really, is there any reason to
think it should be different across providers?
So, things that are infrequent, kind of random
events, or that there's going to be a certain
smal | percentage across providers, where that
happens, then it is not going to appreciably
af fect the neasure.

MEMBER ANNASWAMY: Can you give an
exanpl e?

DR PACE: O a small randomthing
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or --

MEMBER ANNASVWAMY: O an excl usi on
that is not a patient preference?

DR PACE: Yes. Wen you are
tal king about drugs and allergy to drugs. And
that is directly supported by the evidence, |
mean the clinical evidence.

And again, | guess one could argue
that that is going to be a snmall percentage.
And that is part of what, you know, when they
actually bring a neasure forward for
endorsenent, if there are exclusions, we ask
for sonme anal ysis of those excl usions.

But ny understanding with eMeasure
Is also that these kind of broad, general
categories are very difficult to specify as
eMeasures. So, in the past we have seen with
sone of the neasures |ike a general category
of patient preference, systemissues, or
medi cal reasons, w thout any specificity.

First of all, you have a problem

W th standardi zation, but, also, they have
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been very hard to operationalize in an
eMeasure environnent.

But go ahead.

MEMBER DANIELS: | just want to
chime-in that | agree with you, Roger, that
really the crux of this whole thing is in this
validity area that | hope gets sort of sorted
out, because |I think there are |ots of
studi es, but they don't actually hone-in on
the exact question that we are doing. So,
that would be the part, at |least for ne, that
woul d be real inportant.

CO CHAIR CHOU. Right.

| was just going to comment that,
you know, ACR | don't believe has adopted
grade yet, but the way that grade rates the
recommendations is that strong recommendati ons
are really not affected by patient
preferences. | nean, they are, basically, we
think this is what should be done pretty much
all the tinme, unless there are really

ext enuating circunstances.
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Wher eas, the weak recommendati ons
are much nore conditional or based on shared
deci si onnmaki ng ki nd of aspects. And those are
ones where grades would actually say they are
probably not candidates for quality neasures.
Because if patient preferences are that big of
an i ssue, then we probably shouldn't be
measuring clinicians on how they perform on
this.

So, in general, we want the
quality nmeasures to be the equivalent of a
strong recommendation. So, if thereis a
concern that there is a huge patient
preference conponent, | think it does cal
I nto question whether it should be a quality
I Nprovenent neasure.

MEMBER ANNASWAMY:  How about
contrai ndi cati ons?

DR. PACE: Yes, | think those are
certainly fair gane for exclusions.

But do you want to address that?

DR FI TZGERALD: So, with urate-
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| owering therapy, there are three options:

the all opurinol, febuxostat, and the
probenecid. And each of them has sone
specific inclusions, but we had in our
prophyl axi s neasure, because the preval ence of
t hose contraindications are higher, we |isted
all those.

For this one, allopurinol
hypersensitivity is really fairly | ow
Febuxostat is an option for those patients.
Probeneci d has contraindications. Probenecid
Is not used all that frequently. So, we
didn't specify those. W can certainly | ook
into those areas during the testing period.

MEMBER ANNASVWAMY: Even if there
are contraindications? |s that sonething you
can capture by an eMeasure?

DR FITZGERALD: W will look into
that, but we should be able to capture, for
exanple, an allergy for allopurinol. For
probenecid, we could capture a creatinine

| evel or a history of stones. Febuxostat,
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again, an allergy would be sonething, but the
al lergy for febuxostat and allopurinol is
quite low, the allopurinol clearly nore
concern. The febuxostat can have sone simlar
out cones.

CO CHAIR CHOU: So, again, a
process question. So, if we do think that
there shoul d be a contraindi cation excl usion
or sonething, that is okay?

M5. FRANKLIN:  Yes. W would
capture that in our discussion that wll be
sent out for public review and our report.

So, the concerns that are being
rai sed around the table would be included in
our evaluation of this neasure, although we
are not voting on this particular criterion at
this tinme, and be open for public coment.

CO CHAIR CHOU: Ckay. So, | think
we are really in the validity discussion.
mean, | think we have kind of noved a little
bit beyond the reliability.

And again, | think the discussion
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I's around the denom nator and the excl usions
and these kinds of things, whether we think it
Is specified the way that we wanted to or

whet her we have questions or comments to nake.

So, I will open up the floor and
see if people have questions or comments here.

DR. PACE: Right. Very good.

So, this is a nmeasure that is
comng to us that we are considering for this
approval as a trial neasure, which neans it
really has not had formal reliability and
validity testing.

So, the only thing that you would
be voting on are specifications. So, | guess
what we could do -- would you nove to the
reliability slide.

So, in this case, maybe we can do
it this way: you would only be voting on 2al,
preci se specifications. So, that is part of
our reliability criteria. And normally,
reliability is nostly hinged on what the

testing actually shows. 1In this case, there
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IS no testing.

We have had a review of the HQW
specs, and those are sufficient. So, | would
say that --

M5. FRANKLIN:. The voting speaks
only to the human-readabl e specifications --

DR. PACE: Right.

M5. FRANKLIN: -- we have in the
nmeasure as specified now. Does that make
sense?

DR PACE: Yes. O we could just
skip these and just offer coments. | think
that is probably a nore reasonable thing to
do.

MS. FRANKLI N:  Yes.

DR PACE: So, let's just say
let's nove on and tal k about the
specifications in terns of whether you think
there are any issues with them being the right
speci fications, which normally would fal
under validity.

But we are not going to really
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have you vote on either reliability or
validity, but certainly offer any suggestions,
because these neasures are going to be
approved as trial neasures, which neans they
are going to be tested and, then, eventually
brought back for full endorsenent, where you
woul d be actually | ooking at the enpiri cal
reliability and validity testing.

So, does that neke sense to
peopl e? And | apol ogize, we are kind of
wor ki ng through this with you as we are
| ooking at this first neasure for a trial
measure. Ckay.

CO CHAIR CHOU: Comments or
guesti ons?

(No response.)

So, | still have sone concerns
about the potential exclusions in the
contraindications piece. So, | would suggest
that that is sonething that shoul d be added,
or at least | would like for that to be added.

And then, | also wonder if there
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should be built in sone kind of lifestyle
trial or sonething. | nmean, this basically
obligates clinicians to start treatnent, the
drug. And | wonder if there should be sone
period at | east where you are warned in
lifestyle and other therapies. So, that would
be nmy other concern

Then, ny last thing that | brought
up before is the denomnator. | nean, | am
fairly confortable with what it is going to be
for tophi and erosions. | amnot quite as
confortable wth drug therapy for everybody
that has a couple of mnor attacks a year
however they are defined.

And so, | think | can live with it
because of the terns of what the denom nat or
should be. | just wanted to put that on the
tabl e.

| think you had a coment ?

MEMBER VENTURA: | was under the
I npression that the denom nator captures that

by only addressing the people that are nore
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severe, because you have to have the serum
urate 6 or greater plus the tw frequent
attacks.

COCHAIR CHOU. | don't think it
specifies the uric acid |evel.

DR FI TZGERALD: It does.

COCHAIR CHOU: It does? Ckay.
So, a serumuric acid of 6 or greater. The
tophi and erosions are specified.

So, | qguess if people are
confortable wwth a uric acid level of 6 with
peopl e who have nonoarticular arthritis a
couple of tinmes a year or what we think is
nmonoarticular arthritis, that is fine. Like
| said, | just wanted to put it on the table.

MEMBER DANIELS: | would Iike you
to split it because | think we have sort of
two issues here. |If you put the gouty erosion
and the tophi, that is sort of |ooking at |ike
| ong-term danage type of thing versus the
gouty flares. But even if you | ook at

treatnment, you know, in practice, we have got
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peopl e who have gouty flares often getting
anti-flammatory nedication. It is sort of
like a different pathway.

So, | would alnost like to see it
clear to ne. And then, | would have a | ot
nore confort with the | evels you have taken
because, you know, | do actually have --
peopl e who have the gouty flares, that was
recomrended for a whole series. The reason
that | had read is that the conplication rate
was hi gher with the higher levels. So, the
hi gher levels, |ike nmaybe up around 8 or 9,
may be associated with the things that could
really affect people's health, not that having
a gouty attack isn't fun. | understand.

To ne, that would really clean it
up as far as being able to sort of support it
with the evidence. Because, right now, it is
just like a whole bunch of targets kind of
mxed up in there. And it is not your fault,
but the studies that you have don't exactly

address those sort of perfectly. And so, you
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are maki ng sone inferences. So, the cleaner
we can get it, the better | would feel.

DR, FI TZGERALD: So, you're right,
the studies that identify patients with poor
out cones, tophus is a poor outcone; high serum
urate is a predictor of poor outcone and
hi gher nedi cal costs.

Pati ents who are having frequent
attacks are nore likely to have serum urates
in those high levels. | think we are thinking
about the odd character who is having frequent
attacks and has a marginal urate. Those
peopl e are just | ess common.

I f you are having to address the
recurrent podagra, if you are having frequent
attacks, the natural history of gout, it
progresses froman intermttent basis of
attacks to a chronic phase, where there starts
to becone chronic pain, chronic inflamation,
damage, and erosi on.

And the people who are nore |likely

to go on to that are those who are having the
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frequent attacks.

MEMBER DANI ELS: And again, | know
the waters will get nuddy a lot nore in the
future because, as your specialty has sort of
done, now the residents are getting trained on
office ultrasound on a |l ot of people. And so,
that is going to change |like the sensitivity
of that. R ght now, it is kind of hard to
pick that up. So, | think that in the future
that may becone an issue.

DR FITZGERALD: It nay. Again,
gout is still primarily treated in the primry
care office. Eighty percent of patients don't
make it to a rheumatol ogist.

MEMBER ANNASWAMY: There was a
mention of erosions in the inclusion criteria,
but it is not actually on your enunerator
statenment. And you just nentioned tophi in
your enunerator statenent. Is there a
di fference between tophi and erosions?

DR FI TZGERALD: In the | ast

revision | guess erosions canme out.
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MS5. MYSLI NSKI: So, when we were

wor ki ng on the e-specification, it was not
really feasible to assess that in an

el ectronic way, those erosions on a

r adi ogr aph.

DR. PACE: So, | think the
guestion that you are asking is whether the
specifications are consistent with the
evi dence. So, for exanple, does the guideline
for giving this ned or prescribing ned, is it
specified for these specifications?

DR FI TZGERALD: The gui deli ne
fromthe 2012 ACR guidelines is -- and,
actual ly, so have been the other guidelines,

i ncluding the British Society and EULAR -- has
been two or nore attacks per year tophi or
er osi ons.

MEMBER GRAY: Just one nobre point
of question here. |s the target, then, for
the accountability to the physician, it is
really primary care then as opposed to -- like

once they get to the rheunatol ogi st, you
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believe they are prescribing, right? 1|s that
sort of the deal, the 20 percent that is going
t here?

DR FI TZGERALD: | think
assunptions about rheumatol ogi sts doi ng things
properly are assunptions. And there is sone
data that there is better adherence and nore
prescription use, but you woul d expect that.
They are also a different group of patients
that is being seen. So, it is alittle bit of
appl es and oranges.

But the goal of these neasures is
really to try to inprove the care for all gout
patients. And since nost gout patients are
bei ng seen by the primary care doctor, that is
the target.

Agai n, the infrequent m nor gout
patient is not being targeted by the neasure,
but, hopefully, their quality of care inproves
as wel | .

MEMBER ANNASVWAMY: A coupl e of

guestions. One is age 18, is that specified
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because | ess than 18 doesn't happen? That is
nore of a clarification.

And the second is, what does the
| ead di scussant have in terns of the notion
for the specification?

DR FI TZGERALD: I n general, under
age 18 is very unusual, yes.

MEMBER DANI ELS: And | guess this
Is where the country boy gets hammered by the
out si de | i nebacker.

| amgoing to put 3 down for this.
This is where | have ny issues with it.

M5. FRANKLIN. Ckay. So, at this
time, we are not actually voting, but we can
capture the Commttee's sense right nowin the
di scussi on about where -- we are not | ooking
at feasibility; we are looking at reliability
and validity -- validity at this point.

DR PACE: The question is,

t hough, ultimately, you are going to be asked
to approve this as a trial neasure. So, if

you think the neasure is not specified
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correctly, then | guess that would be a
st oppi ng poi nt.

So, do you agree that we need to
have them vote on this?

CO CHAIR CHOU: Yes, maybe let's
take a second. Do people -- | nean, | have
al ready said sonme of ny concerns, and | think
Janmes has al so -- do other peopl e have
t hought s about whet her sone of the
speci fications, we should consider
nodi fications, or want to support the
specifications as is?

MEMBER GRAY: Can we hear fromthe
Commttee or the key people, JD and Christian?

CO-CHAIR CHOU: Ckay. Who?

Chris?

MEMBER DANI ELS: Yes. Basically,
| would feel much nore confortable -- | wll
just repeat it -- if they sort of split it, if

like this gouty flare was sort of thrown out
and they are | ooking at erosions and tophi

because that is kind of nore of a problem
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And the other issue | have is with
the level. | alnbst wish we wouldn't check in
that particular |evel because | think that
opens up a whol e can of wornms.

You know, those are ny two issues,
and the other thing is that they have got sone
bi g studies here, but they are not exactly
asking the sane question. They are cl ose.

So, there is a lot of sort of inference in
this. That is why | amputting it |ow

CO CHAIR CHOU: Thank you.

John?

DR. FI TZGERALD: So, we can feed
back after we get our specification. Wen we
test these neasures, we could feed back the
di fferences between gouty flare being included
or excluded. W could [ook at that.

And then, the reason to put a 6-
mlligramthreshold is we don't want to ding
-- so, people who have tophi and gouty
attacks, even if their uric acid is 4.8, they

should still be put on therapy. But that,
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again, is sort of that "rare hen" that we
don't want to ding people for. So, we put a
m ni mumthreshold to nmake sure we weren't
expecting people to go beyond that.

MEMBER DANI ELS: Then, on 2549,
you are using 6.8, on your other. That is
where the confusion is.

DR FI TZGERALD: Yes, | can go
into -- there was a |lot of data on that -- and
| can go into the rationale on it.

On that one, we didn't want to
hol d people to try to get -- one is an
I ndication to use the prescription; the other
one is a target. And so, a higher target is
nore lenient. And so, we chose a higher
target wwth rationale behind that, to be nore
tolerant of the patient who is having two
attacks per year, and they cone back with a
uric acid of 6.2. W didn't want to ding
sonmeone for that.

CO CHAIR CHOU: Again, we are

going to talk about the targets later. |
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don't want to get too caught up in that.

But there is one thing | noticed
when | | ooked at the Becker trial, the
enroll ment criteria was you had to have a uric
acid of over 8. And so, again, this uric acid
| evel thing is just all over the place.

DR FI TZGERALD: Ckay. So, just
my conmment on the outcone to try to get the
drug approved was serumurate. So, the
phar maceuti cal conpany is going to want to
enrol |l people who have high serum urates.
They are not going to enroll people with, you
know, a serumurate of 6.8 wth a goal of
trying to get an answer. This affects their
i mage and their popul ati on.

CO CHAIR CHOU:  No, | understand
that. | was just trying to connect the
evidence with what we are actually
recommending in the quality neasure.

DR FI TZGERALD: Again, trying to
get the evidence to exactly match this, the

wor di ng and the specificity and the |evels,

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 151

there is going to be alimt on what the
random zed trials can provide.

CO CHAIR CHOU:  Yes?

MEMBER BRYAN. |'msorry, getting
back to JD s conment earlier about the gouty
erosions, it seens like in the specifications
it is strictly related to radi ographic
erosions, but it can also seen on ultrasound
and MRl .

DR FI TZGERALD: So, Rachel
rem nds ne that we put the erosions at the
very end, when we started | ooking at the
feasibility.

To answer that, the guidelines
have | ooked at erosion, ultrasound and dual -
energy CT findings, and those are really too
new to put in and expect people to use as
targets. And so, those were left out of the
nmeasur e.

COCHAIR CHOU: Al right. So, |
guess | need to get sone gui dance on what we

are doi ng now.
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(Laughter.)

So, we are now voting, | heard.

DR PACE: So, again, you wll be
ultimately voting at the end on whether this
nmeasure should go forward as a trial neasure,
nmeaning that it is ready to do testing.

So, | think there was a suggestion
that the denom nator specification should be
| ooked at, and the devel oper nentioned that
that is sonething that could be anal yzed
t hrough their data when they obtain that
t hrough testing.

So, one way we can do this is for
you to offer recommendations in terns of what
the testing should or sone analysis that you
m ght want to take a look at with the
speci fications.

| think what we m ght do is nove
forward through the other criteria. At the
end, you wll be asked to do a yes/no on
approval as a trial nmeasure, neaning it still

has to go to testing and woul d have to cone

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 153

back to NQF with testing results in order for
it to pass endorsenent.

So, that is where you wll really
weigh-in on reliability and validity, but |
think this is a good opportunity to tell the
devel oper the kinds of issues or concerns you
have, so that they adequately | ook at it
during their testing period.

Does that satisfy people, if we
nove on to the other criterion?

Go ahead.

CO CHAIR CHOU:  Yes, | nean, |
think at |east Janes and | have expressed sone
suggestions about analyzing the people with
recurrent attacks separately, however you guys
want to do. | think getting data separately
woul d be good. The contraindications for it
in ternms of exclusions would be sonething el se
to consi der.

And then, at least in the people
W t hout tophaceous gout and erosions,

consi deri ng whether you can sonehow
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I ncorporate this kind of non-drug therapy
trial, or whatever, would be ny other
suggestion.

Are there others?

MEMBER DANIELS: |'msorry. And
just to clarify, naybe even considering just
saying we are just testing, not asking seeing
what -- just kind of tying two things in there
in a way, just to see if they are neasuring
it. It is not actually saying it has to be
this level.

CO CHAIR CHOU: Thank you.

Al right. Are we supposed to
break or do we want to finish this one?

DR PACE: Let's go through this,
because | think we should be able to get, and
we need to get, through these | ast.

Let's nove on to feasibility.

CO CHAI R CHOU:  kay.

DR. PACE: And then, we will do
usability and use, and wap this up and take

a break.
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I s that okay, Angel a?

MS. FRANKLIN:  Yes.
DR. PACE: Ckay.

CO CHAI R CHOU:  Janes, any

comrents about feasibility? | nean,
personally, it is hard, it is, |I think, nore
difficult for the panel nenbers who wll judge

sone of these, because these are nore kind of
technical issues. | think we would like to
hear if you guys think there are feasibility
I ssues as wel | .

DR PACE: So, Angela, did Chris
review the feasibility?

M5. FRANKLIN: | believe we found
the feasibility to be sufficient, and the
devel oper al so provided additional information
around feasibility assessnent that they can
docket for the Conmttee to review

And | guess we woul d ask the
di scussants if they have any di scussion that
they have or comments that they have regarding

feasibility, and then, concerns or questions
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fromthe Commttee.

MEMBER GRAY: | have one, and that
has to do with, since the ICD-10 wll be put
of f for another year, how does that i npact
your ability to clarify this data?

DR FI TZGERALD: So, we have
pi cked testing sites based on I CD 10
i npl ementations. And they were all ahead of
the deadlines. And | don't knowif we have
had updates since the new factors.

CO CHAI R CHOU:  Yes?

MEMBER VENTURA: Can | ask the
devel oper about a feasibility table, an Excel
spreadsheet? | am not sure what those nunbers
mean.

DR FI TZGERALD: So, a survey was
done of the sites, and there were questions to
each of the |eaders at the various test sites
about the ability to abstract the data from
their records.

M5. FRANCISCO So, | think a

primary issue is that whatever you were
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| ooking at during the call that we were on was
not the actual feasibility assessnent that we
submtted prior to the discussion. And we
actually submtted an entire --

CO CHAI R CHOU: Can you speak
cl oser to the m crophone?

M5. FRANCI SCO |'m sorry.

We actually submtted an entire
wor kbook that runs through each of the
guestions that were asked, each of the data
el ements that we asked the sites to | ook at,
and a summary of feasibility based on al
those questions that we asked on the specific
data el enents.

So, we sent that in. W have
resubmtted it, and | am hoping that you have
all actually have had a chance to | ook at
t hat .

MEMBER BROTMAN:  So, does the
scoring table, the results that are in that --
it was a 3x3 grid -- does that have an

expl anati on of what those nunbers nean?
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MS. FRANCI SCO  You will find the

gui dance provided by NQF in terns of the
feasibility nunbers. W sent the feasibility
assessnment. And | amnot sure if | can quote
themoff the top of ny head. But | think we
i ncluded in the worksheet the definitions,
maybe in the overview tab.

DR FI TZGERALD: Yes, Dr. Ventura
just has that little final table, not the
expl anati ons.

MEMBER BROTMAN:  We only have
nunbers, 1, 3, 2.

M5. FRANCI SCO. The very snal
table that you are referring to, | think it is
a 3x3 that has an overview summary. That was
submtted very, very early on, before we went
through this entire process. So, this
docunent was upl oaded and submtted to you for
review, and | don't know why, but you were all
given the original table that we submtted
very, very early on. So, these are the actual

results fromthe full feasibility assessnent
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t hat we conduct ed.

DR YAZDANY: Melissa, would you
just provide an overview of the results,
because it sounds |i ke maybe peopl e have not
had a chance to ook at it. So, just a high-
| evel sunmmary, maybe the high points?

M5. FRANCISCO Sure. | think it
woul d be hel pful if you could just put the
overview tab up. Then, | can kind of speak to
t hat .

So, we went through testing of
critical data elenments that were identified,
that we needed to assess the feasibility of,
in order for us to even proceed with testing
of these neasures as they are specified.

And so, you don't all have to | ook
at the screen. W |ooked at five critical
data elenents relating to certain conorbid
condi tions, chronic kidney disease and
di abetes. W | ooked for a diagnosis/finding
for tophus and gout attacks, contraindications

for a certain list of nmedications that are up
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there, as well as lab results for serumurate,
and active nedications, ULT and NSAI Ds, the
corticoids and colchicine, with a standard set
of questions that we asked that are based on
NQF.

And the rating scale that we have
I ncl uded on each of these data elenents al so
I's based on NQF's standards and speaks to
feasibility rated 1 through 3, based on, "Is
this data elenent feasible to collect at this
tinme? And if not, is it feasible to collect,"”
| believe it is within the next three to five
years.

CO CHAIR CHOU:. kay. So, it
seens like we are getting there, | nean in
terms of the general directions to go. And
so, hopefully, it wll be hel pful for our gap
di scussion, too. Measures |like the M nnesota
total cost of care endorsed neasure do get at
t hose buckets that you were just descri bing.

In additi on, we have tal ked about

br eaki ng those neasures down by paynents from
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third-party sources.

And in addition, we have al so
tal ked about the epi sode-based neasures, the
measures that are nore centered on |ocation,
doc conditions, and specific applications of
care that nake up these buckets.

So, this is helpful for an
overview fram ng, and we do have, can | ook at
| east the top two neasures, the total-cost-of-
care neasure and the knee repl acenent neasure
that both fit into this framework. So, this
I's getting sonewhere.

M5. FRANCI SCO. So, there are
specific I1CD- 10 codes. If you |ook through
the value sets, there is an extensive |list of
codes just on tophus alone that get into the
granul ar detail of how that is defined.

CO CHAI R CHOU:  And we expect
people wll be using to that degree of
specificity? Anyway, | guess we don't get
into all of that. But that is one of the

questions | have. Are we actually really
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going to be able to identify people wth

er osi ons and tophi ?

MEMBER MATUSZAK: | woul d just
also submt that I don't know if we can
determne feasibility if we still have a | ot
of questions about what the neasure is
actually going to include and what it is not
goi ng to include.

If we start tal king about nore
exclusions and they are rewiting parts of it
to maybe handl e nore exclusions, then do we
really have a good handl e on how feasible it
m ght be, once you have started to add sone
nore into the denom nator?

DR, FITZGERALD: W will certainly
test for the exclusions, as requested. W are
going to be collecting the data anyway.

Sonme of the exclusions, you know,
the contraindications, those are going to be
fairly infrequent. It is an infrequent event
over nmultiple providers. | don't think it is

going to be a concern.
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So, | don't want to speak for NQF

but I would vote on it as --

DR. PACE: Yes, | would vote on it
as it is specified. You know, the devel opers
IS going to take your suggestions to heart
when they do their testing. This neasure is
not going to be endorsed. You're basically
saying this neasure is ready to go and be
tested, and you are offering sone suggestions
for additional information that you need to,
that you woul d expect to see when this cones
back.

This is a standing Comm ttee,
whi ch neans that this is the Commttee it wll
come back to.

So, | think when the testing cones
back, if it indicates they hardly identified
any patients, that will tell you sonething.
Perhaps it won't even cone back if it really
doesn't nmeke it sufficiently through their
testing.

MEMBER JARRETT: Yes, it gets to
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the issue, you know, if |I look at the table,
alot of the feasibility is three to five
years, which is along time in the electronic
world that we are living in today because
everything will be different.

And phil osophically, | nean, what
woul d be the tineframe that the testing would
occur? Because, clearly, if it is three to
five years before they will be able to pul
down a lot of this data fromlarge groups of
popul ati ons, then are we setting sonething up
now that may just conpletely change in three
years agai n because of the fact that the
el ectronic world i s changi ng?

DR. FI TZGERALD: W do have a
cal endar. Do you want to describe that,
Rachel, the testing? WMaybe go to the history
with |Iike RA and ot her experiences.

MS. MYSLINSKI: So, we are
anticipating the testing over the next 12
nont hs, so over the next year, which is

consistent with RA testing.
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CO CHAIR CHOU: Sorry, | was going

to say, the one other thing, just in terns of
feasibility, is | amjust not sure how well
you wll be able to distinguish what an acute
gout attack is. Because, again, when | see
patients with gout, | have just coded it
“gout". And it could be just a followup or it
could be an acute attack. | don't think you
can tell necessarily fromthe coding. So,
j ust anot her thing.

DR FITZGERALD: | think with
ICD-9 you are limted on that, but |CD 10 does
have specific gout, acute gout, as a code.
So, if you were giving soneone an NSAID
prescription for acute gout nmanagenent, in the
future you will be coding that with I CD 10 for
gout .

And the sites we are going to be
| ooking at, it is going to be primary care
practices who are using | CD 10.

COCHAIR CHOU: So, | guess we are

voting -- oh, sorry.
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MEMBER ANNASWAMY: Wl |, that

brings to question about whether you're voting
on whether it is feasible now or feasible when
| CD-10 cones in

DR, PACE: It is specified for
ICD-10. So, it is an eMeasure specified for
| CD-10, and that is what the feasibility
assessnent reflects. And they are going to
test it in sites that are using | CD 10.

MEMBER ANNASVWAMY: To borrow the
footbal |l anal ogy, we are voting on potential,
not on --

DR PACE: Yes, yes, exactly,
because this is an untested neasure. So,
basically, the bottomline for these trial
nmeasures is that it neets our inportance
criterion, because there is no point in going
forward if it doesn't neet our inportance
criterion, even for testing.

And t hey have already done their
homework on feasibility, that they think that

they can actually inplenment it in these test
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sites, so that they can accunul ate data to do
formal testing on reliability and validity.

And that under usability and use,
when we get to it, it is that, basically,
there would be a use for this in inprovenent
and accountability, and what is the plan for
that to put it into use.

And all of this endorsenment wll,
then, hinge on whether the testing actually
denonstrates that it can be a reliable and
valid quality indicator

CO CHAI R CHOU:.  Any ot her
guestions or coments?

(No response.)

So, | guess, if there are none, we
w il be voting on whether we think it is
feasi bl e enough to test.

So, | guess we will go ahead with
t he vote.

M5. PHILLIPS: Okay. W are
voting on feasibility. You have got four

options. One is high; 2 is noderate; 3 is
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low, and 4 is insufficient.

You may begin voting now.

(Vote.)

M5. PHILLIPS: W have 14 for
noderate. W have 5 for |ow, and we have 2
for insufficient.

CO- CHAIR CHOU: | Dbelieve that
passes.

And our | ast issue or criterionis
this usability and use.

Sone of these |I think aren't
really relevant in terns of we know the
nmeasure isn't being currently used and it is
not being publicly reported. And we don't
know if there is going to be any inprovenent
over tinme since it hasn't been inpl enented
yet .

| guess the one major issue would
be this unintended consequences piece, which
we have tal ked about before.

Wul d the | ead di scussants want to

comrent on those before we open it up to the
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rest of the panel?

MEMBER DANI ELS:  No.

DR. PACE: The other thing is
whet her there is a rationale how it could be
used for inprovenent and that there is a plan
for it to be used in accountability.

DR YAZDANY: So, | can conment on
t hat .

The ACR has been col | aborating
with the peopl e who devel oped the Anerican
Col | ege of Cardiol ogy's PINNACLE Anbul at ory
Care Registry. So, | think that is one of the
successful exanples of an anbul atory registry
in the United States.

They are in the process of scaling
our Pennsyl vania Registry, which is gotten
certification by CM5 to be a Qualified
Cinical Data Registry. And these gout
measures will be part of beta data, eventually
a part of that programin the com ng year, we
are hoping, and the neasures have al so been

submtted to CMS for use in 2016 prograns.
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So, on many different |evels, we
are trying to get nore experience with the
nmeasures and trying to get nore data on gaps
in care and potential for inprovenent.

CO CHAIR CHOU:  Thanks.

Yes?

MEMBER MATUSZAK: | want to echo
what you brought up earlier, Roger. But | do
think that there is a high potential for
uni nt ended negati ve consequences with this.
You are tal king about that you are
specifically gearing this towards the practice
in primary care providers and the community.

And now, you are telling themthat
we are going to judge your quality based on
whet her or not you are starting urate-|owering
t herapy on the cost of at |east two gouty
attacks, and we are going to grade you on
this.

| understand right now we are | ust
testing, actually, but now you are probably

going to have a significant in the nunber of
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peopl e who are experiencing untoward effects
fromthe initial period of tinme, that they are
not getting adequately educated and just being
thrown en nmasse onto these neds to try to neet
t hese nunbers for the quality neasure. |
think we wll see a significant increase in
t he nunber of people a |ot of side effects or
a lot of increased flares during that acute
period of tine because of inadequate
educat i on.

CO CHAIR CHOU:  Yes, | nean, |
think I said sonething simlar before, and I
think the other aspect that | am concerned
Wth is unnecessary treatnent and this issue
of really pushing people to drugs w thout
considering other lifestyle stuff first.

| know that NQF, they nust have
dealt with this wwth things |Iike di abetes
managenent and hypertensi on and
hyperl i pi dem a, because these are al
conditions where you would like to do

lifestyle stuff first.
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So, there nust be precedent for
this kind of thing. But | do think it is
wort h consi deri ng.

| think one of the challenges wll
be how do you actually neasure the unintended
consequences. | amnot sure how we can do
that, which is a little bit of a concern
because we would |like to be able to know what
t he consequences are. But | think it is
actually going to be very hard to neasure
t hat .

DR BURSTIN: Just one nore
caution. The criterion actually nakes the
case that there is evidence of unintended
consequences. So, we are really talking
t heoreti cal .

| think your point is really well-
taken, though, Roger. W need to have a
better system of understandi ng feedback on the
ground. Perhaps that is sonething that is
getting better, because our registries are

real ly beginning to understand that, and
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per haps put in what sonme peopl e cal

“bal anci ng neasures" to kind of keep an eye on
what m ght be neasures that woul d suggest that
there m ght be a probl em beginning, as part of
your ongoi ng surveill ance.

CO- CHAIR CHOU.  Yes. Well,
there's a couple of people | wanted to
conment .

| was going to say there could
actually be a neasure about, is lifestyle
stuff tried first? | mean, that could
actually be a separate neasure, but we don't
need to tal k about that right now.

So, a couple of coments. | think
you had one.

MEMBER BRYAN. It is just to
dovetail on what Jason said and what you had
said earlier, Roger, the concern that how many
of these folks are being | abeled with gout,
presunptively, when it truly isn't gout.

And then, we are going to be

telling these primary care docs that they wll
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be neasured on quality for putting people on
a ned. And | just worry about peopl e being
put on urate-lowering therapy that don't
actual ly have gout.

Now, hopefully, the fact that it
does say that they have got to have
hyperuricema will hel p guard against that,
but | still worry about that a little bit.

MEMBER ANNASWAMY: My conmment i s
nore of a clarification. The neasure
information form 1|ike Hel en was sayi ng,
clearly asks whether there has been evi dence
of uni ntended consequences.

So, the ACRis saying that at this
point it doesn't apply. So, they have
provided no information. But we are talking
about hypotheticals. So, | amnot even sure
if we are voting on the information provided.

DR. PACE: So, the unintended
consequences nostly cones into play with
nmeasures that have been tested and nostly

I npl enment ed, because that is when you really
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have the opportunity to see unintended
consequences.

| think these are certainly things
that are worth discussing and noting to the
devel oper, that if they can | ook at any of
this, because we do say, was there any
evidence of it during testing. So, | think it
Is worth noting. And | think you should vote
t he way you t hink.

Yes?

DR FI TZGERALD: Yes, just to
address the concerns. W do agree about the
lifestyle recommendations. |In our education,
in our guidelines, all patients wth gout,
whether it is mnor or severe or tophaceous,
are advi sed and recommended that their
physi ci ans gui de them and educate them on
t her apy.

For those patients who are not
severe, lifestyle alone may be appropri ate.
For those patients who are severe wth

frequent attacks, lifestyle alone is likely
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not to be effective and urate therapy will be
needed for that.

And so, by | ooking at just the
nore severe patients, those patients who are
wth or without lifestyle likely are going to
need urate-lowering therapy. And in those
patients, you know, one of the main side
effects is, as has been brought up here and
di scussed, is a gout attack. These are
pati ents who are already defined as having
frequent gout attacks.

In the short-term increased risk
of gout attacks for long-termreduction is a
tradeoff. And again, hopefully with
education, | nean, that can be noder at ed.
These are patients who are havi ng gout
attacks. So, hopefully, they have therapies
for their gout attacks, which would m nim ze
potential harm

The other harmis not treating and
letting themgo on to continue to have attacks

and further progressive damage.
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CO- CHAI R CHOU: If there are no

ot her comments, | guess we are voting. Again,
| think we are voting on whether we think it
I's usable for testing, but not for endorsenent
yet, but just whether we would think that they
shoul d go ahead and test this neasure.

So, why don't we go ahead and do
the vote?

M5. PHILLIPS: Now you are going
to vote on usability and use. Your options
are 1 for high, 2 for noderate, 3 for |ow, and
4 for insufficient.

You may begin voting now.

(Vote.)

DR. PACE: Ckay, we have 21
responses, and 1 for high; 12 for noderate; 4
for low, and 4 for insufficient.

CO CHAIR CHOU:  So, | think that
barely makes our 60-percent threshold with the
conbi nati on of high and noderate. So, | think
that nmeans that they can nove forward with

testing in terns of the usability and use
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I ssue.

Now do we do an overall vote now
on the whole neasure? | think now that what
we do is get an overall vote, wwth all the
consi derations, the evidence, the priority,

t he gaps, the neasure specification stuff, and
the feasibility.

And again, | think we are not
voting to endorse at this point. W are
voting to nove forward with testing.

Any final comments before we do
this vote?

VEMBER VI SCO. If this cones out

as a "no," can it still be tested?
DR PACE: So, if this cones out a
"no," first of all, it goes out for public

comrent to see what the public conmments say
about it and, also, if there are issues that
t he devel oper wants to bring back to you.

But by no neans, it wouldn't carry
t he NQF approval, and we should tell them what

needs to be fixed to get NQF approval as a
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trial neasure.

So, you know, it really is a
guestion whether any of the issues that were
brought up are kind of fatal flaws for noving
forward with testing

CO CHAIR CHOU: And can | just

ask --

DR PACE: Yes.

COCHAIR CHOU: So, really, the
testing, it is just a resource thing. It is

not going to have a clinical inpact at this
point. It is whether we think that it is
worth the resources of the NQF and the
partners to go forward with testing. |s that
correct or are there other --

DR. PACE: Right. It really is
whet her this is a neasure that is going to be
useful and it bears further testing. The
devel oper already thinks that. They have
al ready invested a fair anount into specifying
it to get to this point and submtting it.

And so, | think, you know, it
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really is whether there is any fatal flaws
that you think, you know, as you have said, it
Is not worth the resources to proceed wth
further testing.

So, we will correct this next
slide for the next trial nmeasure we have. So,
disregard that it is -- well, let's just goto
the last slide that is the yes or no.

Yes, yes. So, we will have a
specific slide about whether you want to
approve it as a trial neasure. So, this is
just a generic yes/no slide, and we will fix
that on the break

So, it is, basically, you wll be
voting on whether this nmeasure shoul d be
approved as a trial neasure, neani ng you think
it should proceed wth testing.

Again, the testing would have to
come back before this nmeasure would ever be
consi dered endorsed. And this, as well as any
of the recommendations you nake |ater, are

things that will go out for public conment.
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So, this is the first phase of the process.

So, why don't we go ahead? A yes
woul d nmean approval as a trial neasure, and no
woul d be not approved.

M5. PHILLIPS: Okay. W are

voting on Measure 2550 for approval for trial

use.
You may begin voting now.
(Vote.)
M5. PHILLIPS: W have 20
responses.

Ckay, 14 say, yes, go ahead with
the trial neasure, and 7 say no.

COCHAIR CHOU: Al right. So, |
guess that passes and it neets our 60-percent
t hreshol d agai n.

And | think it is time for a
br eak.

(Wher eupon, the foregoing matter
went off the record at 11:39 a.m and went
back on the record at 11:56 a.m)

CHAIR CHOU: Just wanted to | et
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everyone know, we're going to tal k about 2521
first before 2549. | think that it nmakes a
little nore sense clinically to tal k about
wet her to neasure before we tal k about
targets. | believe these are both trial
measures. |s that correct?

M5. FRANKLIN: Yes. These are
measures that will al so be considered for
cross neasure approval. So they are not
measures to be approved for anbility purposes.

CHAIR CHOU: And I'll turn it over
to the devel oper, John, to give us a little,

a brief overview

DR FI TZGERALD: And thank you.

So 2521 is titled, Gout: Serum Urate
Monitoring. And the nunerator statenent is
that patients neasured with serumurate within
6 nonths after the date of a new or a change
In dose onto urate | owering therapy
prescription.

The denom nator woul d be adults

over 18 with established Gout initiating or

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 183

changi ng a dose of urate |owering therapy.

The rationale for this is we want to | ook at
pati ents who are given either a new
prescription for urate |l owering therapy or a
change in dose. And we want a follow up urate
nmeasur e.

The evi dence shows that the
majority of patients are given a prescription
of uric acid and then, depending on the
studies usually it's only about 20 percent of
patients get a follow up urate |evel checked.

And so without a urate |evel being
checked, you don't know if the patient's
adherent, if the drug is effective and so you
really need to connect the outconme of the
urate lowering drug, which is the urate
measurenent. And if we have questions |ater
about the data | can answer those.

CHAIR CHOU: Geat. | think Steve
was going to be the initial |ead discussant
and just provide an introduction.

DR. BROTMAN. Right. So, again,
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this is item 2521 Gout: Serum Urate

Monitoring. steward is the American Coll ege
of Rheumat ol ogy. And a brief description of
t he neasure once again is percentage of CGout
patients who have started on or changed urate
| owering therapy who's serumurate i s neasured
wthin 6 nonths after dose change.

The nunerator statenent is that
the patients with serumurate neasured within
6 nonths after date of new or changed urate
| owering therapy prescription. And the
denom nator is adults nore than 18 years of
age with established Gout initiating a
changi ng dose of urate |owering therapy.

There are no exclusions. It's a
process neasure. It is another one of the
el ectronic type of trial neasures where the
reliability and validity testing will be done
at a later tine.

And we' Il start with a discussion
of the evidence. The workgroup had a robust

di scussion of the evidence and |'m going to be
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very brief because | want to get to a ful
di scussi on here.

But basically the discussion
entailed that there's no direct evidence to
support the proposed neasure. Nanely, there's
no cited trials of uric acid nonitoring versus
no nonitoring or treating to uric acid |evel
targets or other strategies.

And the evidence is based |argely
on the association between uric acid |evels
and recurrent Gout. And given a |ack of sone
of that evidence, it was hard for a |ot of us
to determne how high a priority this shoul d
be.

Sone ot her wor kgroup comments.
Some of us noted that while clinical
gui del i nes were presented to support the
measure, very little of the evidence directly
addressed the inpact of and the |inkage
bet ween nonitoring serumurate | evels and
I nproved out cones.

Agai n, these neasures are based on
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the Anmerican Col | ege of Rheumat ol ogy

gui delines in which sone of their
recommendations are |evel A but the mgjority,

| believe are grade C recommendati ons. And
that was noted in our final workgroup as well.
And that other evidence would support that the
measure focus is not avail able.

O her comments that there are not
random zed controlled trials of uric acid
nmoni toring versus no nonitoring was nentioned
before or treatnent for uric acid therapies or
ot her strategies. Although the devel oper
noted that there are observational studies
that patients with nore nonitoring have better
uric acid outcones.

And | believe they supplied sone
addi ti onal evidence yesterday that was
forwarded to the commttee, if |'mcorrect.
And al so the workgroup nenbers were concer ned
that Gout is not always treated with uric acid
| oweri ng therapy.

And sone of the nmenbers noted that
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ot her treatnents and patient education about
Gout may al so have a significant inpact on
outcones. So | wanted to just go back to JD,
i f you had any comments before we discuss a
little bit nore of the evidence.

DR DAN ELS: Thank you, Steve.
And 1'Il be brief here. 1'Il try to be |like
Johnny, may as well just quit scranbling and
throw the ball. So what they did was they
gave us sone nore information. W went
t hrough that | ast night.

And they kind of, | think, at
| east helped ne try to identify the inclusion
criteria alittle bit. And so they wanted
sonmeone who was 18 or ol der, had an active
di agnosi s of Gout that does not end during the
nmeasur enent period, one health encounter with
a health care provider for Gout and a
medi cation order for uric acid |owering
t her apy.

As far as validity, they used the

| CD-9 codes and they quoted a Herald, which
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was a big paper. And they basically thought

they had a positive predictive value of 61
percent and that they thought that they woul d
have a good way of kind of capturing this.

They al so quoted a guy, this
Jackson fellow, who basically the potential of
unmet need for Gout diagnosis and treatnent
capture, recapture analysis of national
adm ni strative debt. | read that three tines,
had a headache. [|'munclear on what that adds
to it and maybe it will edify us.

O her additional evidence they
gave was that serumurate lowering is endorsed
by a nunber of guidelines including UR the
Brit and the Anerican guidelines. And the FDA
use serum |l owering data as the primary outcone
for drug approval when the new drug cane out
and that they thought that there was inproved
pati ent outcones that correlated with these
| oner | evels.

And then it really wasn't

referenced but it was basically sort of Iike
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a comment about during the discussion at the
wor kgroup | evel there was talk about how this
has had sone sane of the issues as neasuring
henogl obi n Alc chol esterol and not really
l'inking to outcone.

And basically their response was
that there's no literature in the
rheunat ol ogi cal arena to support this argunent
and that there are much nore robust resources
for the Anerican heart than they do for Gout.

They don't think that they're
going to be able to approve that. And they
felt that it was unfair to conpare the two.
And that as basically what | got out of the
| ast one.

CHAIR CHOU: Jonat han, did you
want to respond?

DR FITZGERALD: Sure. | can go
t hrough those points. So, again, there was
nore in common about this case of the
patients. |If patients are not on urate

| onering therapy then they're not going to be
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in this neasure. So if sonmeone's put on diet
or lifestyle, there's not a requirenent to
check the urate.

What we're asking is if physicians
or providers start a urate |owering therapy or
change a dose then there's a neasure. And the
rationale for that is to | ook for the changes.
It is true there's no nonitoring trials but we
are going off the data showi ng that urate
| evels are tightly correlated with outcones.

And so that is inportant to foll ow
urate levels. Wen we had our tel eneeting,
the teleconference, there was a lively
di scussi on about serumurates and this gets to
the next level also. But the value of serum
urates and whether it was postul ated that
patients could just be put on urate therapy
and not nonitored and not have the serumurate
nmoni t or ed.

And the argunent was in the
atherosclerosis and with the lipid literature

getting away fromlipids, there was al so
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concerns about in diabetes where henogl obin
Alcs were presented as the target that then
there was, you know, adverse events from
people titrating down too | ow

And a good bit of the conference
had focused on that. And so we wanted to
respond to that. You know, we think that
these situations are quite different between,
well, we're certainly trying to make an
analogy that this is an inportant internediary
out cone and so there's sone simlarities.

There are inportant differences.
Serumurate is tied wth outcones and these
drugs, the urate |owering drugs work primarily
through lowering the serumurate. So that's
the rationale for nonitoring.

Gout is not atherosclerosis. And
there aren't the resources that are going to
be put into it. And there have not been any
trials. And it's unlikely that there would be
trials random zing groups of patients to

whet her they're going to be nonitored with
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their serumurate or not nonitored.

We do have observational data
| ooking at international studies. British and
CGerman | arge popul ati on sanpl es show ng t hat
patients who aren't getting nonitored tend to
have nore gouty attacks. Also have, when they
do get nonitored, they have hi gher urates.

And in contrast to the henogl obin
Alc, there's not a known risk for driving down
urate below six, five or four. In fact, when
the Pegl oticase studies, they're really
driving the urates down to undetectable
| evels. And we don't have adverse outcones.
We have the treatnent goal.

So | think there are differences
bet ween the other internediary outcones. The
ot her point that was being di scussed was on
validity of the Gout diagnosis.

So the primry study, |ooking at
that, is the Arroll study |ooked in a VA
dat abase | ooking for the Gout diagnosis al one.

Al of our neasures are Gout plus urate
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| owering therapy. So it's not a direct
conpari son.

The positive predicted val ue was
61 percent, which was simlar to other
rheumatic conditions. |It's not great. The
concern wth these studi es and doi ng eMeasures
Is not so nuch the sensitivity but the
specificity. You don't want to incorrectly
put people into your neasure. So the
specificity is nore inportant.

If the sensitivity is off, that's
okay as long as you're | ooking at big sanples.
If you're mssing people, as long as it's
fairly random that shouldn't be as harnful

Because our neasures are using the
| CD-9 codes for Gout plus a prescription for
a urate drug, it wll increase the
specificity. Now, admttedly the Jackson
article is close to torture. |It's very
difficult to get through.

The point of that study is that

t hey had done the sane thing. They had used
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a urate diagnosis to increase the specificity.
Now they didn't do formal testing on that.

But they said it would have been near 100
percent, which is sort of, | think, the

aut hor' s opi ni on.

But there have been studies that,
agai n, have | ooked at the ICD-9 codes. There
have been ot her studies that have used a
prescription for a "Gout-specific" nmedication.
And those would be urate | owering therapies.

O her aut hors have used
col chicine, which | would argue is not Gout-
speci fic because there's others. W're
| ooking at the urate |lowering agents. The
concern with, particularly allopurinol is that
it can be used wth patients with | eukem a or
| ynphoma to prevent.

And so aut hors have excluded to
| eukemi a or |ynphoma and it has been suggested
to us that we consider excluding those. W
haven't specified that but we can certainly

test that when we go into the testing phase.
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The rationale for not excluding is
because we're not using allopurinol as a urate
| owering therapy or a Gout-specific nedicine
as a criteria for the diagnosis. W're using
it joined wth the Gout diagnosis.

So it would really be a snall
nunmber of patients who were Gout and | ynphonma
or leukem a and on urate |owering drugs. So
we hadn't specified it that way but we can
certainly look into that when we're doing the
testing. So | think those are the various
guestions that were raised.

CHAIR CHOU:. Questions for either
John or | ead discussants or comments? Yes.

DR MATUSZAK: So, | ust
hypot hetically speaking, if this is your
gquality nmeasure and you've got a patient that
you started onto urate | owering therapy
because they've had nultiple gouty attacks and
they started off wth the serumuric acid
| evel of eight and they conme back to you to

get their test and it's four or five nonths
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|ater and it still shows eight but they

haven't had any gouty attacks, are you
treating the nunber or are you treating the
gouty attacks? And, you know, is actually
getting that nunber inproving the outcone for
the patient?

DR FI TZGERALD: So rather than go
wth a specific patient, I1'd go with what the
data shows for groups of patients. And if you
| ooked at groups of patients, patients whose
uric acid renmai ned at ei ght would have a
hi gher proportion and the data would say it's
about a 50 percent higher risk of having a
Gout attack versus those patients who it was
reduced down to siXx.

And if you go up higher, it can go
up for patients who their uric acid that was
in the range of ten or higher, the odds very
sure woul d be 2.5, based on sone ot her
studies. So there is evidence to argue that
you shoul d be treating the nunber in that

specific sort of case instance. | think it's
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best to think about what the data is.

CHAIR CHOU:  Yes?

DR, GHOGAWALA: This is a
feasibility question. But it relates to
sonet hi ng that we experience in our health
center. Many of tinmes we have patients who
are seen by a rheunmatol ogi st or an
endocri nol ogi st or a specialist started on
medi cal treatnent and then referred back to
their primary care physician.

And the question that | have here
I's, and we're under enornous pressure to do
that, as | think a lot of us are. How would
we be able to, froma feasibility standpoint,
nmeasur e whet her the physician was doing a
foll ow up study or not.

Because at |east in our case, nmany
of these doctors are not using the sane
el ectronic health records as we are. They are
primary care doctors.

DR. FITZGERALD: The sites we're

| ooki ng at have unified health records, you
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know, for the eMeasures you're really reliant
on testing and applying those in a situation
where you coul d capture data.

The patient's going to outside
| abs or paper charts, that wll create
problens. But that's true of any eMeasure.
And froma practical point of view, whoever,
you know, as long as the uric acid was drawn,
It doesn't matter who drew it if the lab
measurenent was there after the prescription
or dose change.

DR, GHOGAWALA: Understood. Thank
you. Froma quality perspective, if the
nmeasure of quality here is the initial
prescriber and if that initial prescriber has
no control over beyond a recommendati on, |
think this may be nore common if you | ook at
this froma natural scale than you reali ze.

And in fact our scenario here is
not that people that have paper charts. Most
peopl e have el ectronic charts but it's just

different and not conpatible with our central
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health care systemin all cases. And we are
under pressure for, you know, independent

nmedi cal groups to send those patients back to
us.

And in fact | would think that
Gout woul d be an exanpl e where you woul dn't
necessarily keep it in a tertiary health
center. You would send it back.

DR. FI TZGERALD: So that concern
woul d be, for exanple, to the rheumatol ogi st
who mi ght start a urate | owering therapy.
Personally | would have a hi gher expectation
about that prescribing physician follow ng up
on | ab measures for a new drug they're
starting before signing back. So | think the
responsibility would still be there.

DR. ANNASWAMY: So fromthe
comments and the evidence provided, it seens
i ke there was no direct evidence to suggest
that nonitoring a change in uric |level |eads
to better outcones. So there is indirect

evi dence. And al so the six nonth project,
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al so there is no direct evidence.

To the question of clarification
here about whether it's the highest it can,
what's the highest ceiling that we can
potentially raise this evidence because there
Is no direct evidence to this recomendati on.

DR. PACE: Right. And nmaybe we
can go to that slide and let's | ook at our
al gorithmhere. So the focus of this neasure
Is follow up serumtesting after prescribing
the drug or changi ng the drug.

And the evidence that was provided
I's about, | was just looking at this, it's not
directly focused on that topic. So basically
you're saying there's insufficient evidence
for what they're neasuring in the topic.

DR, ANNASWAMY: There's indirect
evi dence.

DR. PACE: Indirect evidence.

DR, ANNASWAMY: So there's
I ndirect evidence going in a particul ar

acadeny?
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DR. PACE: Right. Good question.

Go ahead. Do you want to?

CHAIR CHOU: Yes. | nean, | was
heari ng peopl e saying, you know, indirectness
Is something we deal with. And grade deals
with that as well and so does the task force
and others. And there's nmany different types
of indirectness, of course.

So what we're tal king about here
Is that we basically have correl ati ona
studi es but studies of the actual
intervention, which in this case is uric acid
noni t ori ng.

And | think that there's, you
know, if you use grade you basically, you
know, | ook at the overall body of evidence and
ding it for indirectness and you can ding it
| ower or |ess severely dependi ng on how
indirect we think it is.

So it requires sone, you know,
subj ective, you know, judgenent there. You

know, the degree of indirectness, essentially
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here. But | think it would be tough to get

above a noderate. | nean, to ne at |east it
woul d be tough to get above noderate w thout
a study, you know, showi ng that nonitoring
actual ly i nproves outcones.

DR. PACE: Right. And that's
consi stent with what our guidance is and what
the evidence task force had identified. So
the evidence is not directly about what's
bei ng neasured and, you know, the highest it
woul d be is noderate. But even, | don't know
If they gave a grade in this. But soneone was
tal king about C level, which is probably
expert consensus, Sso.

CHAIR CHOU: Yes. | was going to
say that John nentioned sone of these cohort
studi es or whatever that | ooked at nonitoring
versus no nonitoring. That's direct evidence.

| mean, they're observational but
it still, you know, would nore directly
address this so it would be nice to see that

because | too amtroubled wth the | ack of
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direct evidence at |east in what's been
provi ded so far.

| al so have a questi on about what
about people who start, you know? So two
I ssues, one is that people wth acute Gout
of ten have, you know, normal uric acid |evels.

And what's the rationale for, |
don't know, | nean, or they have, or even
wi th, you know chronic Gout they have uric
acid | evel s maybe of |ess than six. And
what's the utility of nonitoring in those
situations.

Al'so just to note that again in
the febuxostat trial, they didn't nonitor the
-- | mean, nonitoring may have been part of
the protocol but the way they treated was
just, you just treat. |If sonebody neets these
criteria you treat. And they were able to
show that they had a ot | ess Gout attacks on
ei ther dose of the febuxostat.

And so at least if you're going to

go by the trial data, it seens to ne that, you
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know, whether treating is what we have the
cl earest evidence that if you start sonebody
on one of these uric acid |lowering therapies
that you do inpact Gout outcones.

DR, FITZGERALD: |s used as a
nmoni toring versus nonnonitoring. It was
really designed to show the efficacy of their
dr ug.

So, sone of the other points |
wanted to get back. So, the serumuric acid,
Lesson 6, | think we'll defer sone of the
| evel discussions to the next point, where we
do specify where we think a target shoul d be.

This really is, if the provider
has started or changed the drug, it neans that
they are unhappy wth where their current gout
managenent is and they're trying to nove to a
new state. And uric acid | evels change within
14 days and what we're asking is that there be
a followup, so there's information about that
new st at e.

So, regardless of what the |evel
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was, the provider thought that the urate
needed to be nmanaged or changed. And, so,
that's the rationale for that.

And, then, the final point about
the direct and indirect, sonme of this nmeasure
was designed for phase validity. Construct is
the provider is witing a prescription for a
change in urate therapy and the natural
foll owup would be, then, to neasure that
urate level to see if the change in the
t herapy was effective.

And, then, it had been previously
nment i oned about supporting neasures that had
precedent and, in preparing for this, | went
back and was reviewing the data. And there
was a group that proposed gout quality care
I ndi cators back in 2004. It was Ted M kl us,
Ken Saag and Kat hy Ml ai n group.

And they cane up with a neasure,
really matched a | ot of our neasures. But
theirs was a gout patient is given a

prescription and, at the tinme, it was just the
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xant hi ne oxi dase inhibitor was just the
primary indicator.

Then a serumuric | evel should be
checked at | east once during the first six
nont hs of continued use, because periodic
serumuric neasurenents are required for
appropri ate dosage estimates of those xanthine
oxi dase inhibitor for escal ations or
reductions. So, there's been sone precedent
for this type of neasure.

DR PACE: So, | want to just go
back to the question that was posed to ne, in
ternms of where this falls in the algorithm
What's been provided is not necessarily even
graded. So, it's either going to be noderate
or insufficient. And, then, the question
woul d be whether it's insufficient with, you
know, justification for an exception.

But even with the noderate, there
shoul d be a grade of the evidence and it
should be a fairly high grade or strong

recommendation. So, fromwhat |I'm hearing you
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tal ki ng about, it doesn't even seemlike it
fits in that box. But that's certainly your
j udgnent .

CHAIR TEMPLETON: Yes. o ahead,
St eve?

DR BROTMAN: Yes. Can | just ask
for a clarification? There's two contrasts.
One is going on clinical practice guidelines,
whi ch does | ook at sone evi dence and,
dependi ng upon what that is, it's graded.

But we still have a hybrid here,
If I"mcorrect, where they provided sone ot her
evi dence and, at that point, is it our job to
| ook at the quality, consistency and quality
of that evidence and grade it accordingly?

DR PACE: Well, we basically
don't think that's a Commttee job. The
Commttees aren't constructed to do systenatic
reviews of the evidence. And, typically, it's
not a neasure devel oper job and, so, we ask
t he devel opers to use graded evi dence.

However, you know, when you're in
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this area where maybe there isn't a systematic
review or they've submtted kind of individual
studies, it is going to fall to your judgnent,
you know. The question that always cones up,
when we have individual studies submtted is,
Is that really representative of the body of
evidence or is it selected study?

We just don't know, because it
wasn't a systematic review and approach to
gathering all the evidence. But | think Dr.
Chou can guide us nore on that.

DR CHOU. Yes. | nmean | was
going to say that. But it seens to ne that
we're both in Box 6 and Box 7, that there is
a guideline and the evidence isn't quite what
we're looking for. And, so, we're also in Box
7, which is not really captured in this

algorithm being in both places at the sane

time.

You know, Box 7, 8 and 9 do all ow
you consider other stuff. So, | nmean | think
it's possible. | think we need to be cautious
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about that because, you know, w thout a
systematic review, you don't know what's

m ssing or whether it's selective, you know,
how t hey pick the studies and all that kind of
stuff.

| guess, Steve, you're going to
fol |l ow up?

DR VENTURA: It seens to ne that
several of the other nmeasures would face the
sane thing, that there's no direct evidence
that the process neasure itself inproves the
outcone. There is a |lot of indirect evidence
about the steps in the process.

DR CHOU. R ght.

DR. VENTURA: So, we could still
use Box 7, couldn't we --

DR CHOU. | think so.

DR, VENTURA: -- if it's stil
happeni ng?

DR CHOU. Yes. Yes.

DR BROTMAN: So, then, does the

guestion becone is there a sufficient anount
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of evidence or insufficient anmount of
evidence? It al nost seens that way soneti nes.

DR, CHOU. Yes and | think that's
what the discussion right nowis. If we don't
think the evidence is there, we don't nove
forward. | nmean we kind of stop there. And,
so, | think we want to have a little bit nore
di scussion here, before we go on.

| just wanted to just coment on
the positive predictive values and stuff. |
mean because this is relevant to the first
neasure we | ooked at, actually. That's pretty
terrible. That neans that one out of every
three people who has an | CB9 Code of gout
doesn't actually have gout. | nean that's
pretty bad.

And it nmay be the sane for RA and
QA, but it just neans it's bad for all of
these conditions. So, that's concerning to
me. | nmean | hope that that's sonething
that's considered in the testing also, to

really I ook at whether we're really actually
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getting people with gout. | nean everyone's
brought this issue up previously.

DR FI TZGERALD: Yes. Again, that
woul d be sort of the floor, because we're
| ooking at all their neasures are gout plus a
urate lowering. There could still be errors
t here.

But the Jackson study that was
provi ded, again, hadn't done a formal testing.
But they had argued that the specificity on it
to be very high. They clained a higher
specificity.

DR, CHOU. Yes. Yes. | triedto
| ook at that study, too. It's hard to really
determine. And it's not clear to ne how, just
because sonebody's being prescribed it, how
suddenly the di agnosi s becones.

It just neans sonebody's
prescribing the drug because, if they already
gave an incorrect diagnosis and are
prescribing the drug, it doesn't make the

di agnosi s any nore correct. So, that's why |
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have sone questions about that study.

But, again, | think this is
inmportant froma reliability kind of issue.
That's problematic. So, other comments or
concerns about the evidence?

DR DANI ELS: Just one quick
clarification.

DR CHOU. Yes.

DR DANIELS: | m ght have gotten
this wong. Basically, what I'mgetting is
that Jackson reports that the addition of
al I opurinol and col chicine inproves the
sensitivity to 84 percent?

DR CHOU. The sensitivity is not
the part it predicted. The part of the
predi ctive value is how nany peopl e you say
have the condition that actually have it. The
sensitivity is how many people with the
condition you can identify.

And, so, the part of the
predictive value is really what we're | ooking

at, in terns of the accuracy of our ability to
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identify the denom nator.

DR DANIELS: I'msorry. | was
tal ki ng about the inclination to nove cl oser
to 100 percent S val ues.

DR FITZGERALD: | think | also
pasted a comment. So, they reported the
sensitivity and they fully tested for the
sensitivity and that had gone up to 84 percent
with their nethodol ogy. They had this
separate comment and | pasted it, just so |
was using their words and not an
Interpretation and they described that the
specificity was increased.

DR DANIELS: | see what you're
saying. So, as far as the reinbursenent is
dependent on submtting returns, 100 accurate
isn't likely. They didn't actually get it,
t hen.

DR FITZGERALD: It's a
nonspeci fic statenent.

DR. DAN ELS: Yes.

DR FI TZGERALD: But they were
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arguing for a higher specificity.

DR JARRETT: Cetting to the issue
of, you know, this is really bordering on
whet her or not the population that we're
dealing wth is not a honbgeneous popul ati on.
So, there will be groups of patients where,
per haps, you know, lowering themfrom?7 to 6.5
may have no clinical significance.

However, as a process neasure, if
we don't kind of have broad stroke with this,
we're going to mss that |arge group where
really truly the nunber and the nmeasuring of
the nunber really has inpact.

So, | think we have to | ook at the
br oader popul ation, realizing that we're not
going to be able to slice and dice it the way
we ideally would Iike to and maybe ten years
fromnow we can. But we'll have to take a
br oader view and say, yes, it should be
measured. There i s enough evidence.

O course, there is a large

segnent that that neasurenment and nmaking sure
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t he nunber then eventually does cone down to
the appropriate nunber really does nake a
di fference.

CHAI R TEMPLETON: Yes?

DR. DODGE: This strikes ne as
simlar to the exanples you gave earlier about
i nsufficient evidence but with a exception,
because you've already set the bar as the
criteria for inclusion are that you have
initiated therapy or changed therapy.

Then the urate is in the
di scussion as inportant. And it would seem
conpl etely obvious that you would want to see
what that effect of the intervention has been.
And | don't know. It would be so limted to
try to find a study that proves that just that
measure i s enough.

But it is a prerequisite | think
to seeing if the other things |like a serum
uric target are actually effective. So, this
Is one of those ones where | don't know as the

burden of evidence for ne had to be very, very
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hi gh because it just seens |like a very
strai ghtforward accountability to the decision
that is an inclusion criteria.

DR CHOU. | just wanted to
respond to that a little bit. 1 was one of
t he people that brought up the issues wth
lipid treatnent and di abetes treatnents, where
there's a clear correlation with Alc | evels
and bad outcones. There's a clear correlation
with lipid |levels and cardi ovascul ar out cones.

But you can take two drugs that
have the sane lipid |owering affects and
statins reduce heart attacks and ot her drugs
don't. And sane thing with diabetes that, if
you take Metform n, you can reduce, you know,
events. |If you take Rosiglitazone or
what ever, it doesn't. They have the sane
exact effect on the Alc |evel.

So, there's nore than one type of
I ndirectness here. So, now, not only are we
| ooking at indirect evidence in the sense that

we're just | ooking at correl ational
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observations, we're also |ooking at
I nt er medi at e out cone.

And this is what | was talking
about is that there is degrees of
i ndi rectness. And, again, | just think that
this is sonething we have to be careful about,
because nmany groups have gone down that path
bef ore.

|"mcertainly not arguing that
their path of physiology is the sane. | don't
know t hat, you know, nmaybe all opurinol and
probenecid and all these other drugs have
exactly the sane nechanismand it's all uric
acid. The evidence | don't believe is very,
you know, sound on that. So, | just want to
make that point. Yes?

DR MATUSZAK: And | think if |
under st and, our function here is not to
necessarily say that, | nmean sonething m ght
be very, very good to do in clinical practice,
but if the evidence doesn't support us

measuring it as a quality outcone, if the
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evi dence doesn't support that, then | don't
know t hat we necessarily have to say.

| mean it mght still be a great
thing to do clinically but I don't know that
we need to endorse or support neasures that
don't have the evidence behind the process.

DR FI TZGERALD: |If | may conment,
as you pointed out, it seens incredibly
obvious to check a urate after you' ve started
a urate drug. And that doesn't happen. In
only 20 percent of patients who were given a
prescription get uric acid checked in the next
year.

It would be akin to finding
soneone who has hypertension starting a anti -
hypertensi ve and, then, not checking a bl ood
pressure neasurenent. You're not going to do
atrial onthat and I think we're |ikely not
going to see a trial on whether you should
check a uric acid after starting or the
benefits of or the tinmefranme or the w ndow.

So, | think we're going to be
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challenged with that. So, | think a |ot of

this is dependent on phase validity and
docunentation that there are gaps in what
woul d seem to be obvi ous care.

There are fewer treatnent
alternatives for lowering urate therapy. Uic
I's used only about ten percent of patients.

So, it's really primarily allopurinol and
f ebuxostat has been growing. So, there are
only a couple treatnent options.

The data suggests, through a
random zed trial, when they did the
al | opurinol versus febuxostat, had sim/lar
outcones as far as gout. And that's not
saying that that explains everything. But the
mechani sm when you | ook at the data, is
pati ents who respond to the drug with urate
lowering are less likely to have attacks.

So, it does seemto be really an
internediary and the way these drugs work is
by lowering the | evels down bel ow sol ubility.

And we' ve seen that with ultrasound studies,
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when patients are put on the nedications, that
there is resolution of the findings of the
crystals in the joints, again, indirect.

MR, SCHUNA: I'mnot sure it's
akin to bl ood pressure | owering and
hypertensive treatnent in that you can start
uric acid lowering therapy and the patient no
| onger has gout attacks or has | ess frequent
gout attacks. Maybe that's the goal for the
patient in nmany cases.

DR FITZGERALD: W did not tie
indications into this neasure. Sinplified,
again, conceptually, we're thinking these are
pati ents who are having frequent attacks. The
problens that are reported with adherence and
wth patients who respond to the drugs have
dose titration, Perez Ruiz presented the
article that nost patients are on 300, but
only a proportion of those neet what woul d be
considered the target for having |levels |ess
t han si x.

And it's because nonitoring i s not
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bei ng done or is not being done in a tinely
manner or there's not responses to nonitoring.
So, there's several problens in the process of
care between getting the test, responding to
the test, titrating the drug.

And what we're trying to do here
Is get people on that first step as far as
nmoni toring the change that was initiated.

DR YAZDANY: Can | just nake one
nore poi nt?

CHAI R TEMPLETON: Yes, go ahead.

DR YAZDANY: So, | think with the
pat hophysi ol ogy of gout, although it wasn't
di scussed in our subm ssion materials, is very
rel evant here. The question is how good of a
surrogate internediate outcone is uric acid?

And | think, unlike many of the
other parallels that people are draw ng, uric
acid is actually found in the tophus. It's
actually found in the joint that's having a
gout attack with incredibly high sensitivity.

W have sort of a human nodel of
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gout where, if sonebody has cancer and we give
t hem chenot herapy, cells release uric acid, so
you get a huge load of uric acid and you get
an acute gout flare in the setting of

chenot herapy and we have prophyl axi s.

So, gout is not only at the crine
scene. |It's found, you know, consistently
with high sensitivity in the joint. So,
unli ke things |i ke say chol esterol or even
wi t h henogl obi n Alc, where the distance
bet ween an outcone, say a nyocardi al
infarction and internmedi ate outcone are far,
| would argue that, in gout, the internedi ate
outcone and the final outcone are actually
very closely |inked.

And that's why there won't be a
trial of nonitoring uric acid or not
nmonitoring uric acid because it probably woul d
be challenging for an OB to approve that.

DR. DANIELS: [|'mgoing to say
sonething to that and I'mgoing to use that

Perez Ruiz article that they had. And one
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thing that I found was, you know, only three
percent of the patients with gout received
doses over 300. However, and this is where
it's kind of saying all the way to bel ow si X,
whi ch sone people would say a | ow | evel, that
they only needed 370 m | ligramns.

So, you know, there's obviously
sone ot her things happeni ng here besi des | ust
the uric acid level. You know, there are sone
things that are left out that we don't really
under stand because that tells you there. It's
al nrost to what Art just said that, you know,
there's going to be a certain nunber of
patients that you're going to put on nedicine
and it lowers and they kind of do okay.

So, you know, it |looks Iike we're
ki nd of under-treating but it's still, at
| east according to this study, not that bad.

DR FI TZGERALD: That was the
average dose requirenent and | have to go back
and | ook at the proportion of patients who had

nmet target, even if we just assune an average
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dose, it would inply somewhere around half
weren't reaching the target. |'d have to go
back t hough.

DR CHOU. Karen?

DR PACE: Yes. | just wanted to
enphasi ze what Dr. Chou said, in terns of kind
of the whol e causal pathway, one of the things
that we do ask the developers to do that | see
wasn't in these forns is to lay that out, the
pat hway between what they're suggesting be
measured and the ultimte health outcone.

So, the way | understand this is
that you're tal king about neasuring uric acid
| evel s that should result in | ooking at the
uric acid |l evel and what's the connection of
that uric acid |level to decreased gouty
attacks and synptons and, you know, if you |ay
out that causal pathway, where do you actually
have the evi dence?

So, | think we've been talking
about the evidence of giving these neds and it

| owering the uric acid level. But the
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guestion that seens to be com ng up, then
what's the relationship between that |evel and
t he attacks.

DR CHOU. Yes. | was going to
say | nean there's a |l ot of assunptions that
physicians will act on the [evel and that
patients will actually take the nedicines and
all these other things. | nean there's a
whol e sl ew of other things that would have to
happen, which is why it would be nice for
soneone to actually study it to see what the
I npacts are. But go ahead.

DR FITZGERALD: | think this
nmeasure i s as subjectives are nodest, because
we're trying to get physicians to do the first
step, as far as checking the level. And, as
far as |aying out the causal pathway, |'I
just highlight the studies that were
subm tted.

The Soji article is the one and
that's in here showng the uric acid |levels

and proportion of patients who have attacks.
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There's a Perez Ruiz article who describes the
rate of tophi reduction and the velocity of
tophi reduction is highly correlated with uric
acid |l evels.

As nentioned, Tio and col | eagues
have purported resolution of crystals wth
I nprovenent in the managenent of
hyperuricema. So, those are scattered
t hr ough here.

DR CHOU:. And I'mstill not
entirely clear about the rationale for
noni t ori ng sonebody who has a uric acid of
six, say, to start with. Wat would be the
rationale for that?

DR FI TZGERALD: So, that m ght be
better addressed in a different section. In
the guidelines, if sonmeone has a | evel of six,
we woul d be happy with where that is and there
woul d not be a dose change and they would fall
into this. | nean, if their synptons are
doing well --

DR CHOU. What |I'msaying is
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soneone has six when they have their first
gout attack or their second gout attack. You
start themon uric acid |lowering therapy. Wy
woul d you need to check their uric acid |evel
agai n?

DR FI TZGERALD: So, again, we're
comng up with patients who are really at the
mar gi ns of what we're describing in these
measures. There are several issues that | can
address wth them

DR, CHOU. About a third of
patients with gout have uric acid | evels that
are around six. | mean they're not very high.
It is ny understanding that there's quite a
few patients, actually, that don't have highly
el evated uric acid | evels.

DR. FI TZGERALD: So, again, if
we're tal king about patients with frequent
attacks, the nmajority of patients wll have
| evel s of eight or ten, so, significant
hyperuricema. |It's certainly possible to

have gout patients wth uric acids of six or
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even lower. Those are really the exception.

There is al so the known phenonenon
that, during the attack, the uric acid |evel
can be dropped and artificially ow  So,
there are several issues in there. | nean
correct me if |I'm m sunderstanding the
guestion, but I'mnot sure that they're on top
of the neasure.

DR, ANNASWAMY: | think | can add
to what Roger is saying. The denom nator is
essentially patients who had a new drug
initiated or change in drug. So, anong those,
perhaps there is reason to exclude those that
do not have high uric acid |evels.

They may not need nonitoring of
their levels as nmuch as others may. And the
evi dence does not support such a robust need
for those patients and they have not been
excluded in this denom nator.

DR FITZGERALD: | think that's a
very good suggestion. W certainly weren't

| ooking toward that in excluding patients who
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had | evel s | ower than sonmeone woul d act on,
because you're right. At those points, if
soneone has a level of five and they're still
havi ng attacks and it's determ ned that they
need nore urate therapy, it's not necessary to
check that.

| do think that is a smal
mnority of patients. Those are nore likely
ones that are getting to the rheunatol ogi st.
So, you know, 20 percent. And then, for the
rheumat ol ogi st, that's an unusual patient
still. That would be two percent of that.
So, | think it's a small nunber but | think
it's a very reasonabl e proposition.

DR, CHOU. O her coments? |
think it's time for us to take a vote on the
evidence. So, again, this is a trial neasure.
So, we'd be kind of voting whether there's
enough evi dence to nove forward with testing.
And let's go ahead.

M5. PHILLIPS: W' ve got one for

hi gh, two for noderate, three for |ow, four

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 230

for insufficient, four for insufficient with
exception and five for insufficient evidence.
We're voting on Measure 2521, points to
measure and report. Starting now.

We have 21 responses: five for
noderate; five for low, six for insufficient
evi dence with exception; and five for
I nsufficient evidence.

DR. CHOU: So, do the two and four
go together, is that howit works?

CHAI R TEMPLETON: Yes.

DR, CHOU. So, it still doesn't
quite neet the 60 percent threshold. So, it's
40 to 60 percent. Can you rem nd ne what
happens here? Does this nean we wait for a
public comment to cone back and then
reconsi der?

M5. FRANKLIN: Yes. | think at
this point it nmeans that it would continue on
and, of course, we've taken public comments on
the neasure and the Conmttee reconsiders the

measure after the public comment peri od.
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DR CHOU. Al right. So, the

next area is opportunity for inprovenent. |
think this is related to a |lot of the stuff
we' ve al ready tal ked about. So --

M5. FRANKLIN. We'll have to pause
it for a public comrent.

DR CHOU. Onh, okay. Sorry.

Pause for a public coment.

M5. STREETER |I'mjust going to
try to keep us on a schedule here. W'IlI| take
a quick break for public comment and then
we' |l have our lunch break and continue on to
a performance step after that. QOperator, at
this tine, can you open the lines and see if
we have any public comments?

OPERATOR:  If you have a public
comment, please press 4-1 on the phone keypad.
And there are no comments at this tine.

M5. STREETER  Ckay.

DR CHOU. | think we get to break
for lunch. Were is |lunch?

MS. STREETER: Lunch i s
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(Wher eupon, the foregoing matter
went off the record at 12:49 p.m and went
back on the record at 1:16 p.m)

CHAIR CHOU: It's 1:15, so we're
going to reconvene here, try to get back on
schedul e.

So we're still discussing Measure
2521, serumurate nonitoring. W have just
finished the evidence discussion and we heard
public comments, of which there were none. So
I think we can nove on. Do we need to --
okay.

So we're now at the kind of
opportunity for inprovenent piece. Maybe,
James or Steve, if there are additional
comments. | think we've already all heard
much of the evidence about potenti al
performance gaps, but if there's anything that
you wanted to add here.

DR. BROTMAN: | don't have
anything. | think we've had the discussion

nost | y.
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CHAIR CHOU. Ckay. And, JD said

t he sane.

Sol think it's time for us to
vote on whether we think there's opportunity
for i1nprovenent here.

M5. PHILLIPS: Okay. W're voting
on 1B, perfornmance gap. Your options are one
for high, 2 for noderate, three for |Iow and
four for insufficient. Voting begins now

We have 20 responses. Has
everyone voted who's going to vote?

Still at 20.

W nmay need to redo this. There
we go. Twenty-one. Thank you.

Okay. The results are 2 for high,
11 for noderate, 2 for low and 6 for
I nsufficient.

CHAIR CHOU: | think we're right
at our cutoff with noderate and high, right at
60 percent. So | think we nove on.

The next area is priority. Again,

any additional comments from Steve or JD about
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priority that we haven't discussed previously?

DR. BROTMAN.  Priority is stil
simlar in terns of the work group discussion
that gout may be a high priority, but not sure
iIf the lack of nonitoring represents a high
priority gap and a high priority.

CHAIR CHOU: Open it up for any
ot her comment s?

(No audi bl e response.)

CHAIR CHOU: | think it's tine for
a vote here.

M5. PHILLIPS: Okay. Voting on
priority. Your options are one for high, two
for noderate, three for |ow and four for
insufficient. The voting begins now.

W are at 19 responses, soO can
everybody try agai n?

There we go. Twenty-one. Thank
you.

Al right. Zero for high, eight
for noderate, six for |ow and four for

i nsufficient.
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CHAIR CHOU: Al right. So |

think this is the first tinme we haven't net at
| east the -- is that -- that's below the 40
percent cutoff, right?

MS. PHILLIPS: 1t's bel ow

CHAIR CHOU:. So what do we do
her e?

M5. FRANKLIN. At this tinme that
woul d nean that this is a nust pass criteria,
so the neasure would not continue forward for
consi deration. However, this will also go out
for public comment and the Conm ttee can react
to comments received fromthe public after the
period is closed.

CHAIR CHOU: Do we take public
comrents now or do we --

MS. FRANKLI N:  No.

CHAIR CHOU: -- wait?

MS. FRANKLI N:  No.

CHAIR CHOU: No? GCkay. So |
think we are -- we don't go any further, so

maybe we nove on to the next neasure at this
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point. So that's 2550 -- no, not 2550, 2549.

This one is of course related to the prior
measure. Instead of being about nonitoring,
It's about targets.

| guess |'"mnot quite sure howto

proceed here. | nean, if we're not going to
suggest nonitoring, |'mnot sure how nuch
sense -- | nean, if we're not going to nove
forward with that one, do we still want to

di scuss this one?
M5. PH LLIPS: Yes, we still have
to discuss this one --

CHAI R CHOU: kay.

M5. PHILLIPS: -- as a stand-al one
nmeasure.

CHAIR CHOU. Ckay. So, John?

DR FI TZGERALD: And | woul d argue
that -- | nmean, this is separate and we

designed it separately, so this was not neant
to be conditional on the prior one. And the
rationale for this one is quite different than

the | ast one al so.
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So this is our serumurate target.
The brief description is the percentage of
patients with a gout diagnosis who have been
treated with a urate |l owering therapy for at
| east 12 nonths, that the serum urate checked
Is at |east once yearly and with the nost
recent result being less than 6.8 mlligrans
per deciliter.

And the nunerator statenent is
that adults, patients 18 years or older, in
whom a serum urate | evel has been checked at
| east once yearly with the nost recent being
less than 6.8 mlligrans per deciliter. The
denom nator is the patients wwth a gout
di agnosi s who have been treated wth a urate-
| owering therapy for at least 12 nonths. And
we had no excl usions.

CHAIR CHOU. Steve, do you want to
gi ve an overvi ew?

DR BROTMAN:  Well, | think that
was a good overview of the neasure title for

2549 gout serumurate target as well as the
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devel oper rationale and the nunerator and
denom nator statenent. This is a process
measure, another EHR neasure where this is on
a trial basis where their reliability and
validity testing is not done yet. And they
state that they will be doing it later and
submtting for full NQF endorsenent at a | ater
time.

Just to go onto the evidence
section, simlar types of discussion, but a
little bit nore related to the targets
Rel ated to the evidence is indirect, but the
association -- it's basically an association
between uric acid |l evels and gout, but no
studies cite conpared effects of targeting of
| ess than 6.8 versus other targets. And ot her
comment s about they would rank the evidence as
| ow or possibly insufficient.

The work group noted that the
clinical guidelines are presented to support
the neasure. |It's indirect based on that

associ ation of the levels and the gout attacks
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and rather than the inpact and the |inkage

bet ween the nonitoring of the serumurate wth
a target of 6.8 or less -- or less than 6.8
versus other targets in inproved incones.

So wor k group questioned whet her
the required quality and consi stency of any
evi dence that had been put forward ot her than
t he gui delines had been net and noted that the
evi dence presented again was | evel C grade.

JD, did you want to chine in wth
anyt hi ng?

DR DAN ELS: Yes, stuff that they
gave us on top of that was basically they kind
of tal ked about the Hal pern study. Again,
it's one of these things that doesn't exactly
ki nd of match what they're neasuring. |It's
t he non-conpliance of urate |owering drug.

And then they -- |I'm confused
about this, because they're saying we' re doing
-- ICD-10 will be used to identify patients
wth gouty attacks. So | didn't know if

that's sonmething -- they're going to use this
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to actually collect their data for thenf? |Is
that what they're -- it doesn't look |ike
there's any new data that they're giving us,
but I don't know if they're saying that
they're going to use -- if we say it's okay,
that they're going to use this process to
collect their data. That | guess woul d be
ny --

DR FI TZGERALD: So, sorry,
think there's sone confusion on that. This
formwas -- | structured this form based on
t he question feedback we had received fromthe
wor Kk group.

DR DAN ELS: Ckay.

DR FI TZGERALD: And this question
fell under here about how gout attacks were
going to be defined. | think that question
actually relates to the urate | owering therapy
indication. So this answer -- the question
and answer shoul d probably be in another
section. So we could disregard that here.

Gout attack is not part of this neasure.
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DR DANIELS: Ckay. |I'mjust --

DR, FI TZGERALD: Yes, sorry for
that. Yes, | understand the confusion and |
apol ogi ze.

DR DANIELS: Gkay. That's al
right. A lot of this overlaps. And really
not hi ng el se.

DR BROTMAN. And | just wanted to
add that there was sone discussion in the work
group that this is possibly just a check box
nmeasure and just capturing a snapshot in tine
that may not actually reflect the conpliance
of sonmeone on ULT.

CHAIR CHOU:. So, John, do you want
to respond to sone of their comments?

DR, FI TZGERALD: Sure. So there's
alot inthere to respond to. A lot of this
is related to sone of the discussions we've
had before. There is not evidence with a, for
exanpl e, random zed trial |ooking at 6.8
versus 7 versus 6, and we're not going to have

that. The data to support this neasure is
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that serumurate |l evels that are brought down
| ead to i nproved outcones. And there have
been the febuxostat random zed control trials
| ooki ng at that show ng i nprovenents in
pati ent outcones associated wth inprovenents
In the serum urates.

| think the best evidence, again
indirectly, is the Soji article, And | put a
picture of the figure in the responses that we
provided is the relationship between serum
uric acid and future gouty attacks. The
aut hors thensel ves had specified that at
| evel s above 6 mlligrans per deciliter there
Is increased attacks. |In the 4,000-patient
British and 3, 000-patient German studies
hi gher urate | evels again were associ ated, and
that's where | gave you the nunbers before.
People in the serumurate 8 had a 1.5 odds
rati o of having nore frequent attacks. Serum
urate levels of 10 had a 2.5.

So when you | ook at Soji, even

though -- | nean, they did pick six, and other

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 243

peopl e who have picked six mlligranms per
deciliter includes the ACR, the gout

gui del i nes, which was based on RAND/ UCLA

nmet hodol ogy. The EULAR gui del i nes, the
British Society of Rheunatol ogi sts, the Dutch
General Practitioners have all chosen six as
wel |, sone of them even choosing five for
certain indications.

When you | ook at the data, even
the Soji, even though it's sonewhat signoidal,
it is fairly linear. The Perez Ruiz study,
that's also | ooking at velocity of toph
reduction, which is tightly correlated with
serumurate levels, is also fairly linear. So
it's admttedly very hard to pick a | evel

Now, we had considered the six
mlligrans per deciliter because there was so
much consensus on that, however, that woul d
t hen penalize anybody who was getting cl ose or
cl ose enough and we thought, again because
it's a quality nmeasure, we ought to pick a

hi gher level, to be a little bit nore
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perm ssive so as not to ding soneone who gets
a uric acid of 6.4 and is doing well.

So we picked a higher level. W
didn't want to pick an arbitrary level. And
so 6.8 mlligrans per deciliter is the
solubility level for serumurate. So that
| evel has been picked. That |evel has been
cited frequently, is sonetines used as the
definition. Seven is also sonetines used as
the definition for hyperuricema. W do plan
during the testing phase to | ook at different
thresholds to see if that's going to nake a
big difference in our outcones.

And | think those were nost of the
guestions. Wre there --

CHAIR CHOU: I'Il open it up to
the rest of the panel. O her questions or
comment s about the evidence here?

M5. DAVIS: This seens to nme to be
an internediate outcone in a way. | nean
it's actually a | evel and not a process

measur e. | s that accurate?

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 245

And then just a comment. |I'm
wondering if you just collect the data on the
actual |evel on every one and then do sone
conparative analysis on it rather than setting
it at 6.8 wth a yes or no. Wuld give you
nore i nformation.

CHAIR CHOU:. Go ahead, John.

DR FI TZGERALD: | nean, we'l]l
certainly look at that. W weren't aware of
to be determ ned proposal as far as level. So
we felt we needed to pick a |level and now we
just wanted to give you the background on how
the 6.8 was picked.

CHAIR CHOU:. Can | ask? So one of
my questions is what's the rationale that --

i f you' ve checked say once and their uric acid
Is 6.5 and they don't have any nore gout
attacks, what's the rationale for requiring a
yearly | evel ?

DR FI TZGERALD: So this -- yes,
this was conceptualized for getting people

started, so for the incipient year. | guess
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as stated, it's continuing years if patients
became -- if they're doing well. Lost
adherence, levels would go up and they'd be
likely to have attacks again. So --

CHAIR CHOU: Yes, but | guess
clinically if they weren't having attacks why
woul d there be any reason to recheck again
once you've gotten their |evel down?

DR FITZGERALD: | can't -- the
only data | can cite for that is there have
been trials | ooking at stopping urate |owering
t herapy, and even patients who've been well
controlled after many years will typically
flare after stopping therapy. So | think
those were sone of the earlier allopurinol
studies. So | think there is value in
continuing to foll ow.

CHAIR CHOU:  Yes?

DR GHOGAWALA: This is going to
be just ignorance on ny part, but is there any
need to nonitor any bl ood work for sonebody

who's say on urate |owering therapy for say
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five years and is stable? |s there any other
reason to be neasuring bl ood work on them for
that purpose? | just don't know.

DR. FI TZGERALD: Yes, there's sone
safety nonitoring recommendati ons as far as

LFTs, renal function and, to a | esser extent,

CBC.

CHAIR CHOU:. O her questions?
Yes?

DR, ANNASWAMY: | have a question
about 6.8 versus a range. |If less than six is

associ ated with good outcones and greater than
seven i s associated with bad outcones, and
you're | ooking for a snapshot and there is
variability in uric acid | evel s day-to-day,
time-to-tinme, and you have a range that is
accept abl e, perhaps a range is what you shoul d
be | ooking at given those variabilities.

DR. FI TZGERALD: Well, we've said
| ess than 6.8, so our range is 0 to 6.8. If
we said | ess than seven, then we'd be -- |

mean, sonme of this we wll ook at with the
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testing data to see if there is neani ngful

di fferences. But again, we're picking -- our
obj ective here was to pick a threshold, if the
guideline is to try and to do sonething el se.
But even the range really is a threshold
still.

CHAIR CHOU: | have anot her
guestion just about -- again, this is one
where | think that people wth tophaceous gout
and with erosions -- | would view them a
little bit differently where the target or
achieving a target may be clinically nuch nore
I nportant than sonebody who, for exanple, has
a couple of attacks that are easily treated
and you have themon uric acid | owering
therapy and they're not having any nore
attacks. Wiy do you need to nonitor those
patients with a yearly uric acid? And so |
just wonder if there was any consideration to
focusing on people wth kind of nore severe
gout .

DR. FI TZGERALD: So in devel opi ng
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this we tried to stay away fromthe
I ndi cations and | eave those as inplied is that
the urate | owering therapy has been prescribed
for this patient, and therefore there are
underlying indications. W hadn't specified
the indications like we did in the first
nmeasure. Sorry, the rest of your question?

CHAIR CHOU: | think it was
just --

DR FI TZGERALD: Oh, yes, for the
patient that --

CHAI R CHOU:  Yes.

DR FI TZGERALD: Yes, so urate
| evels -- well, urate levels are associ at ed
w th tophus reduction, so, yes, clearly in
those patients. And if it's aggressive tophus
you want even lower levels. Urate levels are
associated with recurrence of attacks. Again,
for the patient at the edge or the margin, |
have | ess data to support arguing that. W
could try and again | ook at that and define

sone tighter -- we could put the indications
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back in like we did on the other neasure.

CHAIR TEMPLETON: And this is Kim
If | could ask a question, please?

So, | understand that the uric
acid is the easy thing to neasure, the easy
thing to find in electronic health records,
but wouldn't a nore -- and this is ignorance
on ny part. Wuldn't a nore patient-centered
out cone be whether or not the patient had had
a gouty attack during the period of tine?
Because that's really the goal of treatnent
I's, not targeted at a nunber, but what the
patient's synptons are.

DR. FI TZGERALD: That is harder to
get at, and those two values, the uric acid
and the recurrence of attacks, are well -
correl at ed.

CHAIR CHOU: Yes, that's an
interesting point that Kimbrings up. | think
it's alittle tricky because even wth the
febuxostat trials, there is still -- it's Iike

it reduced their gout flares by 50 percent or
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sonething. So there's still a -- people are
still having flares even if they were being
treated. And so, | think that's a little
tricky in terns of neasuring. For exanple,

r heunat ol ogi sts m ght see peopl e who have nore
severe disease and nore refractory to
treatnment. And so, do you want to neasure the
process or do you want to neasure the outcone,
and how can you kind of case m x adjust and
those kinds of things? But | think it's an

I nteresting point.

DR FI TZGERALD: Yes, the patient
out cones woul d be challenging to neasure. As
you know, a lot of these happen at hone. Can
be self-reported. So that would be a
chal | engi ng neasure for feasibility/validity
reasons.

Wth tophus, even gouty
rheumat ol ogi sts aren't regularly neasuring
tophus size to docunent progression. So
again, | think a very difficult nmeasure unl ess

you're in a clinical trial where that's a
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speci fi c outcone.

What we have is a highly-
correl ated internedi ate outconme, the uric
acid, which predicts tophus and tophus
progressi on and gout attacks. So, if you
bring that down, you're nore likely that the
pati ent outcones are going to cone down as
wel | .

CHAIR TEMPLETON: And again, |
realize that this is easier to neasure,
however, in one of the previous neasures that
we di scussed this norning one of the
definitions of nore severe active gout was the
nunmber of gouty attacks, and 2 or nore in 12
nmonths. So at sone level that's got to be a
nmeasure because we're using that as a
criterion for treatnent.

DR, FI TZGERALD: That was an
inclusion criteria for the neasure, which if
you m ss sone people, | think that's okay. As
an outconme neasure that becones harder

CHAIR CHOU: Yes, | nean again,
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think it's -- nost quality neasures are not
predi cated on those kind of outcone neasures
because of this case m x problem | nean,
there are sone that are designed |like that.
But even, for exanple, like HV quality
nmeasures and di abetes and things |ike that you
can certainly neasure outcones, but w thout
being able to adjust for case mx it's pretty
hard to interpret. How do you benchmark a
primary care university tertiary care center
versus sonething out in the community? Al
t hose ki nds of things.
So anyway, at least to ny
know edge nost of the quality neasures are
focused in general on process things. There
are sone exceptions, things |ike pressure
ul cers and stuff |like that where it nmay be
nore kind of outcone-driven. But anyways --
DR MATUSZAK: So if |I'm
under standi ng the process correctly, what
happens when a patient cones in to be treated

for gout is that you're initiating --
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potentially if they've had severe occurrences
and things, that you're starting urate

| owering therapy. And then you're actually
obtaining these uric acid levels in that acute
treat nent phase anyways and you're targeting
the treatnment to sonme nunber.

So if you're doing that in the
acute phase of di sease managenent, what
rational e do you have for doing it once a year
or once in 12 nonths if you've already kind of
acconplished that with your initial phase of
di sease nmanagenent ?

DR, FI TZGERALD: So urate | owering
therapy is nore of a chronic gout nanagenent
rather than the acute gout managenent. The
acute gout managenent is pretty nuch
restricted to the NSAIDS and the anti -

I nfl anmat ori es.

DR MATUSZAK: I'msorry, | ms-
spoke. \When you guys were tal king about that
they're comng in to start urate | owering

t herapy, you're actively nmanagi ng people to
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bring down their uric acid level. So you're
starting at a standard dose, 150 or 300 of

al l opurinol and then you're titrating up based
on what their uric acid level is. So if
you're doing this on a biweekly or sem -weekly
basis or nonthly basis to titrate themto the
poi nt where they're under control, what

evi dence do you have for doing it just once a
year? Doesn't it nmake sense that you would do
It to -- treat to a target in the acute -- in
the early managenent of it? | mean, what does
it matter 11 nonths fromnow if you started
uric acid |l owering therapy now? Eleven nonths
from now why obtain that val ue?

DR FI TZGERALD: And so the
evidence that | presented earlier in the gaps
of care is that patients aren't getting their
urate levels nonitored and they're not getting
their allopurinol or febuxostat titrated.

The goal of this is to try and get
people to do that, to try and get to the

target. So your goal is to get to 6.8 or
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| ower, however you do that through the
monitoring or titrations, whether it's done
however frequently. W set the one year as a
reasonabl e amount of tinme for sonmeone to
follow up with a primary care physician.

If they're in for their gout,
maybe they get titrated aggressively like
you' re describing, which would be fantastic.
Maybe they just get put on the 300 that's
typically done. But a |evel gets checked to
see if the therapy is effective. And if it's
not, then they have a chance to respond. And
so they have at least a year to try and get to
that rate.

DR MATUSZAK: In the previous
out cone neasure that we just addressed
previously then you wanted themif you're
changi ng the dose to do it wthin six nonths.

But if they're on a standard dose, then just

to do it once a year. |Is that --
DR FITZGERALD: |'mnot -- no,
we're not -- so now we're not asking them

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 257

Now we're not telling them how we want themto
get there. W' re saying you want you to get
t here.

DR MATUSZAK: (Got you.

DR FI TZGERALD: W had previously
suggested that --

DR. MATUSZAK: Thank you.

DR FITZGERALD: -- if you start a
change, you check it and then do that
Iteratively.

DR MATUSZAK: Perfect.

DR FI TZGERALD: This is now just
sayi ng, okay, get there how you get there,
whet her you give them 300 of f the bat, or
preferably you give them 100 or 150 and
titrate to the target.

CHAIR CHOU:. And do you have any
information? | nmean, with statins and Alcs,
for exanple, we know that we can't get sone
patients bel ow whatever target no matter what.
You can treat people maximally and they just

don't get to the target. |Is the sanme true --
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| nmean, | know there's that one new drug that
we're not tal king about here, but with

al I opurinol and febuxostat are there patients
that you really can't get below a target of
6.8 if they start with a uric acid |evel of
12, that kind of thing?

DR FI TZGERALD: So we tal ked
about this in commttee a | ot about where the
exclusions m ght be. And again, those are the
rare patients nore than the exceptions, but
patients with renal disease can be nore
chal l enging. Dose titration is perhaps not
al ways done ideally. And again, patient
adherence, which we've on instruction excl uded
as part of the design process, are issues.

So there are chall enges there.

For the majority of patients they really ought
to be able to get their uric acid down. The
drugs work well. The -- you know, when
titrated are effective in | owering urate.

DR VISCO Just help ne get ny

head around this a little bit nore. If we are

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 259

real ly tal king about an internediate health
out cone and not a process neasure here, and
| ong-standing high levels of uric acid may
| ead to chronicity of gouty synptons, woul dn't
It make nore sense to neasure this in a two-
phase way and say -- ask people not only to
report the nunerator when it's |less than 6.8,
but also when it's over 6.8, nuch |ike you've
reported henogl obin Alc that's been
chronically el evated, you know, over 9 or
what ever ?

DR, FI TZGERALD: So we had tal ked
about that and group-I|evel versus patient-
| evel quality neasures. And | think the
di abetes one that you're referring to, the
poorly controlled, that -- | think that's a
group | evel neasure. And | think we were
directed to ne nore individual patient
nmeasure. And so we focused on trying to treat
the target, again because there was rational e
in that and there's less -- we would have --

I nmean, we could certainly come up with a bad
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definition as well. But we focused on trying
to get patients to treat to target. It is
partly educational .

CHAIR CHOU: If there are no nore
comments, let ne just try to | think summarize
kind of where we are at.

So | think I'ike sonme of the
previ ous neasures we've noted that this is --
a lot of this is based on epidem ol ogic, kind
of correlational data w thout direct evidence.
We are | ooking at an internedi ate outcone.
Sone questions cane up about the denom nators
and the tinme kind of criterion that are in the
measure. | think those were kind of the main
I ssues. And | think naybe we're ready to do
a vote on the evidence.

DR FI TZGERALD: Sorry, Roger. |
just have the nunbers. You were talking about
how effective therapy is. And in the
febuxostat trials 80 to 90 percent of patients
on either of the febuxostat groups had net a

serumurate level of six. And that included
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patients with CKD up to three. So four was
excl uded.

CHAIR CHOU: Ckay. So we expect
peopl e who can't get down to be fairly | ow
because we're using a higher threshold here of
6.8. Less than 10 percent maybe, sonething
l'i ke that.

Ckay. | think it's tine to vote
on the evidence. Again, thisis a trial
nmeasure, so we're voting to whether this
shoul d proceed in ternms of our evaluation to
be tested.

M5. PHILLIPS: Okay. W're voting
on nmeasure 2549, the evidence. Your options
are one for high, two for noderate, three for
l ow, four for insufficient evidence with
exception, and five for insufficient evidence.
The voting begi ns now.

W're at twenty. There. Twenty-
one. QGeat.

Al right. N ne for noderate,

four for low four for i nsufficient evidence
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wi th exception, and four for insufficient
evi dence.

CHAIR CHOU: So this barely
crosses 60 percent.

MS. PHILLIPS: Yes.

CHAIR CHOU. Let's just -- is
t here anything new that we need to di scuss
here, Steve, JD?

(No audi bl e response.)

CHAIR CHOU: | think we've --

DR. BROTMAN:. -- think so.

CHAIR CHOU: Okay. Any ot her
commrents fromthe rest of the panel?

(No audi bl e response.)

CHAIR CHOU: Al right. I think
it'"s time to put this one to a vote as well.

M5. PHILLIPS: Al right. W're
voting on nmeasure 2549, 1lb, the performance
gap, with one for high, two for noderate,
three for low, four for insufficient. Voting
begi ns now.

W're at 19, so -- there we go.
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Twenty. We need one nore. You could all vote
again. You may have junped the gun. There we
go. Twenty-one. Thank you.

Al right. One for high, eleven
for noderate, three for low, and six for
I nsufficient.

CHAIR CHOU:. That's in our gray
zone, | think. Fifty-seven percent. So
again, what do we do here?

M5. FRANKLIN. So it's wthin the
40 to 60 percent range, which is our gray
zone. It neans that the Coommittee technically
has not reached consensus on this neasure. It
goes forward though FOR consi deration.

CHAIR CHOU: Okay. So | think
that's been not ed.

The next area is priority. Again,
anything to add here, Steve or JD?

DR. BROTMAN: Just the sane
comment that appeared, previously appeared in
this work group, that although gout is a high

priority, the work group is not sure that
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nmonitoring to this target represents a high
priority gap.

CHAIR CHOU: Any other comments
fromthe rest of the panel?

(No audi bl e response.)

CHAIR CHOU: Al right. | think
it'"s time for a vote on priority.

MB. PHI LLIPS: GOkay. W're going
to vote on high priority for 2549. One for
hi gh, two for noderate, three for |ow, four
for insufficient. The voting begi ns now.

W're at 20. So if you can al
vote again. W're still at 20.

(Laughter.)

M5. PHILLIPS: Okay. W may have

to redo this one. GCkay. Al right. Wll, we

were at 20. So -- yes. Ckay. This is not a
vote, but starting nowlet's -- everybody vote
again and we'll see if we can get to 21.

M5. STREETER Al so when you | ook
at the clicker as you push the button, if you

see a red light, I think that neans the
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battery is either out or going out. So |et us
know and we can replace it.

M5. PHILLIPS: W're still at 20.
There we go. Twenty-one.

Ckay. Now we're actually going to
vot e.

(Laughter.)

M5. PHILLIPS: Al right. Now
we're going to vote, starting now. This is
the real vote.

(Laughter.)

M5. PHILLIPS: Al right. W're
still at 19. W're still at 20 anyway, so --
Is it you, Katie?

Does everybody have a green |ight
on their -- all right. Well, we're still at
20. I'mnot sure what's going on with this.

Yes, but let's vote on the actual
measure. Yes, maybe we'll get all 21 this
time. Al right. Now

Now we're at 20. Twenty-one.

Ckay. G eat.
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Al right. One for high, nine for

noderate, five for low, and six for
I nsufficient.

CHAIR CHOU. Gkay. So we're still
in the 40 to 60, so this noves forward w t hout
consensus.

Then | think we need to nove on to
the next area. So quality construct isn't
relevant, | don't think, for this one.

And we're going to do the
specifications a little bit differently. |
think basically we just want to -- instead of
trying to use the stuff that's on the script,
we're going to be focusing on whether we think
that the things that are being neasured are
what shoul d be neasured, basically. Is that
correct?

M5. PHILLIPS: That is correct.
W'l be voting on trial -- on whether the
specifications are consistent wth the
evidence. W won't be of course | ooking at

any of the testing at this tine. And this is
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not a nust pass criterion. |It's nore just a
vote indicating the Conmttee's feeling about
the specifications as presented by the

devel oper.

CHAIR CHOU:. So, first before we
do the voting, Steve or JD, anything to
mention here?

(No audi bl e response.)

CHAIR CHOU: Anything fromthe
rest of any other nenbers of the panel?

(No audi bl e response.)

CHAIR CHOU: | had previously just
nmenti oned sone of ny thoughts about, you know,
potential exclusions. For exanple, sonebody
who is stable and doesn't have -- is on uric
acid | owering therapy and is having no gout
attacks, whether they really need to be in the
denom nator. And the other one m ght be
peopl e -- considering |ooking at people wth
t ophaceous gout or erosions separately, or
sonehow stratifying those popul ati ons.

Al right. So | think we're
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voting on whether we think that as specified
it can nove forward, right?

M5. PHILLIPS: That's correct.

CHAI R CHOU: Ckay.

M5. PHILLIPS: Okay. W are
voting on 2549, trial neasure specifications.
One for high, two for noderate, three for |ow,
four for insufficient. Voting begins now

W are at 20. W're at 21.

G eat .

We've got 1 for high, 11 for
noderate, 5 for low, and 4 for insufficient.

CHAI R CHOU. So, taken under
advisenent. That's still in the gray kind of
40 to 60 range.

The next area is feasibility. Any
coments about feasibility from Steve, JD or
the fol ks who | ooked at feasibility?

DR. BROTMAN: Yes, | believe this
was the sane data feasibility testing summary
that we saw before in sone detail, unless

there's a correction to be nade.
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DR, FI TZGERALD: No, that would be

it, but the data summary that you saw before.

CHAIR CHOU:. Any questions or
comrent s?

(No audi bl e response.)

CHAIR CHOU: Al right. Let's
vote on feasibility.

M5. PHILLIPS: Al right.
Feasibility for 2549. Your options are high
one, two for noderate, three for low, or four
for insufficient.

W're at 20. There. Twenty-one
now. Geat. Thank you.

We've got 5 for high, 11 for
noderate, 2 for low, and 3 for insufficient.

CHAIR CHOU. Ckay. So that
passes. |It's over our 60 percent. The | ast
criterion is useability and use.

Steve or JD, any comments here?

DR DAN ELS: Just so you know,
it's not the after lunch lull. W're just

bei ng quiet.
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(Laughter.)

DR. DANIELS: |Is that it's sort of
sone of the sane stuff onit. |It's going to
be hard to do this when the finding on what is
gout and the levels are kind of all over. So
sone of the sane things. That's where | think
they' re having trouble.

CHAIR CHOU: Yes, | nean | guess
my concern i s again about the unintended
consequences, whether this is going to lead to
unnecessary testing and/or treatnent and
whet her that can be neasured, or how that can
be neasured. So just put that on the table
t here.

Anything else to add to what's
been said al ready?

DR, FI TZGERALD: Just to address
that concern that the burden or the cost of a
uric acid |l evel wouldn't be prohibitive and
nost -- the patients would be on urate
| owering therapy already, so it mght be a

dose change.
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M5. PHILLIPS: OCkay. Voting on

nmeasure 2549, useability and use. Your
options are one for high, tw for noderate,
three for low, and four for insufficient

i nformation. Voting begins now.

W're still at 20, so if everybody
can just nmake sure. There we go.

Ckay. One for high, eleven for
noderate, four for low, and five for
I nsufficient.

CHAIR CHOU: Al right. This is
again in the 40 to 60 percent range. So a
process question: So we have several things
that fell into this 40 to 60. Does that nean
we don't do the final vote, that it just -- we
still do the final vote?

Ckay. So now we do our vote. Do
we want this to nove forward as a tria
measur e?

MS. PHILLIPS: 2549, overal
suitability for trial nmeasure. You' ve got

option one for yes and option two for no. And
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voti ng begi ns now.

Ckay. W are at 21

And 11 for yes and 10 for no.

M5. FRANKLIN. So it's still in
the gray zone and we'd still continue forward
wi th consideration of the neasure. Again,
keep in mnd that these deliberations of the
Comm ttee woul d be summari ze and report and go
out for a public coment and we'll cone back
and reconsi der the neasure.

CHAIR CHOU: Gkay. So when we
reconsider it, are there opportunities for
themto revise it, the neasure after all the
public coments and things, or do we end up
voting on the exact sanme neasure again?

DR. PACE: Typically it's the sane
nmeasure. During that tinme period of the
comrent, if the devel oper has sonething to
of fer that you should consider when you have
all the other comments and nmake your fi nal
deci si on on whether to recommend this or not,

they can do that during that 30-day comment
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period as well. But typically it's the sanme
nmeasure, but there may be sone clarifications
or potential changes. | nean, the tricky
thing is these neasures are already specified
as e-neasures, so it's not sonething that can
change quickly. And so, that's sonething that
we'll have to deal with if they want to nake
any changes.

DR. VENTURA: Roger?

CHAIR CHOU:  Yes?

DR VENTURA: | guess it was a
concern voi ced by a couple other people also.
|"mnot sure that using this algorithmis
appropriate for a test neasure. Maybe we're
being -- the rigor we're expecting is too high
for sonmething to be submtted as a test
nmeasur e.

CHAIR CHOU: Yes, | nean, | don't
know i f the NQF fol ks want to address that.
| nmean, tone it's seens like it is very hard
for us to assess sone of the latter things

that really -- where we're really able to
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provide a |l ot of input before it's been tested
Is in the evidence kind of performance gap,
health priority kind of areas and it's a | ot
harder for us to really nake i nforned

j udgnent s about sone of these other things.

So I'll see what the NQF fol ks have.

DR PACE: Yes, | think -- and we
specifically said these neasures shoul d neet
the inportance to neasure and report criterion
because if they don't neet it now, it's not
going to neet it when they cone back after
testing. And so, that bar should be the sane
as for any neasure that's comng to us for
consi deration for endorsenent.

Regardi ng the specifications, it
has to be an HQW, which of course it is, and
we' ve al ready checked that. And | think the
bi g question about specifications is really a
connection back to the evidence. So if the
evi dence the presented; and occasionally we
see this, evidence is presented fine, but then

the way the neasure is specified doesn't
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really sync with the evidence. So that's a
probl emthen that you should flag.

And then the feasibility is nostly
going to be about can the data be obtai ned
from EHRs and does the neasure | ogi c work,
whi ch again should be tested. And then
useability and use is really, as you' ve been
tal ki ng about, it's the potential for use as
I nprovenent and accountability.

So the big one is really the
I nportance to neasure and the evidence
criterion.

CHAIR CHOU:. So when you submt a
new neasure, it's always a trial neasure?

M5. FRANKLIN:. No, this is only
being piloted for e-neasures that are in --

W t hout testing, that have not yet been
t est ed.

DR PACE: And not every e-neasure
has to go through this. So if an e-neasure
has al ready been tested, it just cones in and

IS assessed against all the criteria.
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CHAIR CHOU: Al right. | think
we're noving onto our next neasure, which is
2526, anti-inflamuatory prophylaxis with urate
| oweri ng therapy.

| think I'"ll hand the mc to John
to give an overview fromthe devel oper

DR FI TZGERALD: Thank you. So
the brief descriptionis this is |ooking at
the percentage of patients with gout who are
initiated on ULT who are al so receiving
concom tant anti-inflammatory prophyl axis, be
it either | ow dose col chicine, NSAID or
gl ucocorticoid to reduce flares.

The nunerator would be patients
co- prescri bed | owdose col chicine, NSAID or
gl ucocorticoid. The denom nator 18 years old
or greater with established gout initiating
urate lowering therapy. Denom nator excl usion
were patients with contraindications to al
co-therapies. That would include the NSAI Ds,
steroids and colchicine. And those are

speci fi ed.
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CHAIR CHOU: So, Christian and |

were the | ead discussants on this. So, [|'ll
just give a really brief overview. [|'m not
going to repeat what John just said.

It's basically as when you're --
because people wth -- are at risk for a gout
flare when the uric acid | evel changes,
whet her it's going down or up. This one is
about starting an anti-inflammtory during
that initial period.

There were several -- | think the
mai n concern that cane up in the work group
di scussion was that really there was only one
trial of anti-inflammtory neds versus
pl acebo. It was small; 43 patients, and it
used colchicine. So it didn't address the
ot her drugs that are specified in the neasure

There was a nuch larger trial that
was also cited, but it actually conpared
different durations of anti-inflanmatory
prophylaxis. It didn't conpare prophylaxis

versus no prophylaxis. So even though that
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was a nmuch bigger study, it didn't directly,

| think, address the -- whether to use it. It
was nore about how long to use it. And that
much larger trial was also col chicine, so
there was really no evidence presented about
NSAI DS and/ or gl ucocorti coi ds.

There was a denom nator excl usion
for people with contraindications. So as you
al I know, NSAIDS and steroids have | ots of
contrai ndi cati ons, and col chicine has sone as
well. | think this would be -- | nean, you'd
have to have a contraindication to all three,
| guess, to be excl uded.

| don't know that there was a
whol e | ot of other stuff here. | guess the
one thing | would add is at least in the
febuxostat trial they did put everybody on
anti-inflammatory prophylaxis. | think it was
wth colchicine. | actually don't renenber
what they did. But they did sonething for the
first eight weeks. And so at least the trials

have been designed to use anti-inflanmatory
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prophyl axi s.

DR FI TZGERALD: Yes, they had
used naproxen during that study. So there's
evi dence of NSAI Ds bei ng used, but it's
indirect. There's a known risk of a gout
flare anytine there's a change in uric acid,
so if you go out and have your shrinp and beer
di nner, shrinp and | obster, you're going to
rai se your uric acid and you'll have a gout
attack. By the sane exanple, if you were
havi ng shrinp and beer every night and you
went vegetarian, you would suddenly | ower your
uric acid and you'd also be at risk for having
a gout attack. So a change in uric acid wll
I ncrease your risk of having an attack.

And so, the baseline risk of --
let's say soneone had a 15 to 20 percent risk
of having an attack during a six-nonth period.
We'll go up to 30 percent on the initial
treatnent. So this has been recogni zed and
co-therapy has been recommended, agai n not

just by the ACR, but by other gout m ne groups
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I ncl udi ng EULAR and BSR

And when studi es have been done --
so Sarawate, who we described earlier, |ooked
at reasons for non-adherence. Gout flare
after initiating therapy had a twofold risk of
non- adherence in patients. So there are risks
to ongoi ng therapy. And so the
reconmendat i ons have been to use an anti -

i nflammatory. And we were providing any of
the anti-inflammtories that are used as
ei ther being colchicine, NSAI Ds or steroid.

And it's true that there is only
the one small placebo-controlled trial. @Gven
the known risk I think it's very unlikely to
do a large trial. The other trial though,
however, the short versus long, is on a large
st udy.

Do you renenber how nany patients?
Was it 2,0007?

Yes, | think it's 2,000 patient.
And so it was three nonths versus six nonths

and there were flares after discontinuation
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after three nonths. And so the recomendati on
there was for the six nonths. So we're not
going to be able to get a placebo versus
prophylaxis trial. | think the short versus
long is the best that we're going to be able
to get.

CHAIR CHOU:. Christian, do you
have anything to comment or add?

DR DODGE: Just echoing what was
brought up in the work group, just that the
evidence is mainly for colchicine. And the
I nclusion of the other options | think nmakes
this alittle harder to justify in terns of
evi dence.

CHAIR CHOU: Comments fromthe
rest of the panel? | see one up over there.

DR MATUSZAK: Just two quick
gquestions. First one is the nost inportant
guestion I'mgoing to ask you all day, which
Is does it appear to be the hops or the barley
in the beer --

(Laughter.)
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DR. MATUSZAK: -- that seemto be

t he bigger problemwth gout?

And actually the second one; and
"Il let you answer the first one, is actually
what about the over-the-counter NSAIDs? |Is
there any way to take those into account?
Qoviously if people have Aleve, do | have to
wite thema script for naproxen in order to
get credit for this quality nmeasure? Thanks.

DR FITZGERALD: | think I'Il take
the first.

(Laughter.)

DR FITZGERALD: |'Il take the
Fifth on the first.

Yes, so over-the-counter Al eve
twce a day would be sufficient. During the
specificity testing we'll see how well we do

at capturing that. The EVMRs are designed to

capture those. If this is specified, people
will be noting it nore. Again, sone of the
codi ng and docunentation wll be driven by

some of these nmeasures.
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CHAIR CHOU: O her coments?

MR, SCHUNA: You don't specify
duration, but yet one of your studies suggests
there's a difference in duration. And | guess
' mwondering why that was. And woul d one
week be sufficient for this prophyl axis?

DR FI TZGERALD: Yes, we had
debat ed about duration. And there was
concerns about hol ding everybody to the six
nmonths, and so it was left off. And so, as
| ong as there was sone docunentation of
prophyl axi s being done wth the initiation,
that woul d be sufficient.

CHAIR CHOU:. (O her comments or --
and | guess just to follow up on the specific
drugs issues, | nean, there really is very
little data about use of steroids, is that
correct? | nean, not just for this purpose,
but just for use -- | nean, there's anecdot al
stuff, but in ternms of published research
stuff there's not very nuch.

DR. FI TZGERALD: Steroids would be
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the | east published, or at |east the NSAI DS we

do have evidence of it being used in trials.
But again, it was to permt prescribers -- if
they woul d use any of the three anti -
inflanmatories. |In practice it's not used
really as a prophylactic agent, and | don't
thi nk we woul d see nuch of it.

CHAIR CHOU: Well, | nean, | guess
| have sone concerns about putting a patient
on ei ght weeks of predni sone, for exanple, for
prophylaxis of flares. And | would -- | think
It would make me nore confortable at least if
It was restricted to col chicine and NSAI DS

DR FI TZGERALD: Yes, | think we
had debated that al so because nobody |ikes the
I dea of prolonged steroid. And it was left in
there for patients who are on existing --
there are a lot of patients who m ght be one
exi sting steroids for polynyal gia, asthma or
ot her indications.

CHAIR CHOU:  Comment ?

DR ANNASWAMY: My question is
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nore about sort of the specifications, but |
guess |'Il hold it until then.

CHAIR CHOU:. Ckay. O her
guesti ons about the evidence?

(No audi bl e response.)

CHAIR CHOU: Gkay. | think we can
nove to a vote. So just to summarize, we have
t he one pl acebo-controlled trial. It's small,
but definitely showed a decrease in acute
flares. And then we have that bigger study,
whi ch was si x nonths versus ei ght weeks, |
bel i eve, and the six nonth group had fewer
flares. W've already discussed the issues
about nost of the data really being col chicine
with sone data on NSAI Ds and potenti al
concerns about the corticosteroid conponent.
| think those were the main things.

| guess there was a question about
whet her there should be a duration-kind of
conponent to the neasure, because there
currently isn't. That's not within the

evidence thing. No, | don't think.
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So | think we can nove ahead with
t he vote.

M5. PHILLIPS: Okay. W're voting
on neasure 2526 for the evidence. One for
hi gh, two for noderate, three for |ow, four
for insufficient evidence wth exception, and
five for insufficient evidence. And voting
begi ns now.

Ckay. W're at 21.

MS. PHI LLI PS: Ei ght for | ow,
seven for insufficient evidence with
exception, and two for insufficient evidence.

CHAIR CHOU: So, | think we're in
the 40 to 60 percent if you add up high,
noderate and insufficient wth exception.

M5. FRANKLIN:  No, we don't count
the --

M5. PHILLIPS: Hi gh, noderate and
insufficient with exception.

CHAI R CHOU. Yes, one, two and
four together. So, yes, so we're at 52

percent, so we proceed. So, no, we don't have
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consensus yet, but we have enough consensus to
keep novi ng forward.

So the next area is opportunity
for inprovenent. So in the nmeasure work sheet
and what was presented to us and in our work
group di scussion the main evidence presented
was this VA study that showed that few
patients, 10 percent of whatever, of the VA
patients received prophylaxis during acute --
I mean, during the initial treatnent phase.
| think that was the prinmary evidence
presented, but it was inplied that there's a
|l ot of other -- that there's other evidence of
simlar performance gap there.

Christian, did you have anything
to add there?

DR. DODGE: | think the
di fferential between on-dermand treat nent
versus prophylactic treatnent wasn't totally
clear. What the nmagnitude of inpact was, and
just taking these 30 percent increased risk of

flares and treating those acutely versus
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taki ng the bul k of people where nost of them
are being unnecessarily; we just don't know
whi ch ones, and burdening themw th these --

CHAIR CHOU: O her comments from
the rest of the panel?

(No audi bl e response.)

CHAIR CHOU: And, John, did you
want to respond to the --

DR FITZGERALD: | think the main
argunent for the prophylaxis is the | oss of
adherence with patients who do have a flare
because they then tie -- the data shows that
there's a twofold risk of dropping out. And
| think what they do is they tie the ULT
treatnment to their gout getting worse.

DR DODCE: Understood, but |
think that that woul d be an educati on pi ece.
When you're starting a therapy you' d want to
make sure that they could expect that and then
had contingencies for acute managenent versus
-- what strikes ne is -- not that it's

unreasonable, but | think it strikes ne as
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heavy- handed to make that a performance
nmeasure.

CHAIR CHOU: O her comments?

(No audi bl e response.)

CHAIR CHOU: Al right. I think
we're ready to vote on the opportunities for
I nprovenent performance gap issue.

M5. PHILLIPS: Ckay. 2526. You
have four options. One for high, two for
noderate, three for low, and four for
insufficient. And voting begins now.

kay. We're at 21.

One for high, eight for noderate,
nine for low, and three for insufficient.

CHAIR CHOU: Al right. W're 40
to 60 percent, so again we haven't reached
consensus, but we have enough to keep noving.

So the next area is priority. |
think this touches on what Christian said,
just how big of a clinical inpact is this of
avoi ding flares but having patients take a

drug versus having themtreat flares acutely.
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And John nentioned that one of the other
consequences of having the flares may be that
people stop taking their uric acid | owering

t herapy conpletely.

And then there's been evidence
presented previously about how common gout is
and how -- the inpact in terns of productivity
and health outcones and all that.

O her comments? Christian?

DR DODGE: Just the idea that
citing costliness of gout flares versus
prophyl axis for a nmuch broader group of
people, |I'mnot sure how that woul d offset the
cost of the flares.

CHAIR CHOU: Yes, John, do you
want to respond to that?

DR FI TZGERALD: | don't have any
data on that. NSAIDs wouldn't be that costly.
Col chicine is no | onger an inexpensive option,
unfortunately. Hopefully wll be again soon.
And potential side effects | couldn't state.

So, gout flares are costly as far as | ost
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work, visits to the ER  The average cost of

a gout patient is usually $300 per year or
nore than non-gout patients for just their
gout-related activities. Wen you add in all
the other sort of conorbidity conditions, then
the cost of gout patients go up quite a bit.
They can be in the $3,000 or nore per patient.
So gout flares are costly. It would be hard
to say how that one woul d shake out.

DR, ANNASWAMY: Just to clarify,
what is the issue with col chicine?

DR. FI TZGERALD: So, col chicine
used to be $0.30 a pill, and three years ago
the FDA -- and col chicine has been around
since Egyptian days originally as an enetic
drug, because of that known side effect. In
the, | think, it was 1600s it's effect on gout
was starting to be used.

In 2009 the FDA branded it for one
si ngl e manufacturer, who then -- the centuries
of research that went into that were then

reaped. The price went up to $3 a pill. So
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used twice a day, it's now a $6 therapy

i nstead of a $0.60 therapy. And the hope is

that once it goes -- it was given a short run
of branding, initially three years, but that

was extended, | don't know for how | ong. But
colchicine is currently not the cheap option

It used to be.

CHAIR CHOU: O her questions or
coment s?

DR YAZDANY: Can | just nake one
conment .

CHAIR CHOU:  Sure.

DR YAZDANY: It's sort of a soap
boxy comment. So forgive nme, but | do think
that as a person who chaired the ACR s
Choosi ng Wsely canpai gn, sonetines sone of
t he subconsci ous decisions that we nmake drive
up health care costs. So we want a random zed
controlled trial that shows that prophylaxis
works. So a conpany did a random zed
controlled trial of colchicine, which

rheumat ol ogi sts have known literally for
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decades and decades, and if not centuries, as
a nmedicine that works. And the sane thing for
NSAI Ds.

So, | just think we have to be
careful. For a lot of the things that we
woul d have RCTs for drug therapy there has to
be a really strong financial incentive for
sonething that's known to be an expensive
drug. Sone of these things that are very
I nexpensive and yet very effective based on
sort of decades and decades of clinical
experience we are throw ng out because there
isn't an RCT, even though there's very, very
strong international and national consensus.
So I"mjust going to say that. |'mnot trying
to sway your decision, but | just want to
poi nt that out.

CHAIR CHOU:. Wwell, did you want to
say sonet hing, Karen, or -- okay.

DR PACE: No, it's been sitting
there a long tine.

CHAIR CHOU: Yes, | nean, the
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point is well taken. | mean, one response
woul d be that. That's what peopl e al ways say
when there isn't evidence. And there are a

| ot of things in nedicine where if we hadn't
pushed for the studies we wouldn't have

| earned that they didn't work or they didn't
work as well as we thought they should. And

I would argue that a trial of colchicine would
be pretty cheap --of col chicine prophylaxis of
a coupl e hundred people would be pretty cheap
and not that hard to do. O a trial wth
naproxen. But | think sone of this is beside
t he point here.

Let's cone back to the voting. So
we're voting on the priority. And again, just
the high, noderate, |Iow or insufficient here.
| think we can nove forward.

M5. PHILLIPS: Okay. W're voting
on neasure 2526, priority. W' ve already got
our options for voting. And voting starts
NOW.

Ckay. W're at 21.
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We have 2 for high, 5 for

noderate, 12 for low, and 2 for insufficient.

CHAIR CHOU: So | think this is
just bel ow our 40 percent threshold. |s that
right? Sixty-seven percent low, so 33 are --
actually it's less than that. Eighteen and --
ten and twenty-four -- thirty-four percent for
hi gh and noderate. So we're a little bit
bel ow our 40 percent threshold. So what does
this nmean? This neans that we stop here?

M5. FRANKLIN: Yes, it would not
conti nue forward.

CHAIR CHOU:. Okay. Al right. So
| think we're down with the gout neasures.

And now we're noving onto the
rheumatoid arthritis neasures. And the first
one is going to be functional status
assessnents.

Ch, yes, go ahead. Sorry.

DR FI TZGERALD: Well, | do want
to thank all nenbers. |It's clear that we

could put a lot of tine and effort into this.
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And thanks to the NQF staff. Throughout the

process you've hel ped get this through.

| do not want this to reflect on
my interest on RA. |'Il be |eaving shortly to
catch a plane to the airport.

| just had a procedural question.
Was there public comment on the |ast two?

M5. FRANKLIN. Oh, we don't do
public -- well, you explain.

M5. PHILLIPS: Yes, we don't do --

DR FI TZGERALD: Ckay.

M5. PHILLIPS: -- public conment.
W do it at specific tinmes in the agenda.

DR FI TZGERALD: Oh, okay. Wth
that, thank you.

CHAIR CHOU: Al right. Thanks,
John, for being in the hot seat --

(Laughter.)

CHAIR CHOU: -- and answering all
the questions. | know how that feels.

DR, ANNASWAMY:  John, | think

you're batting a 500, so you should feel
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great .

(Laughter.)

CHAIR CHOU:. | heard a request for
a bat hroom br eak.

PARTI Cl PANT: A bio break, a very

short one.
CHAIR CHOU: Yes, okay. A Dbio
break. | haven't heard that term before --
(Laughter.
CHAIR CHOU: -- but, yes, | think

we can take one.

(Wher eupon, the above-entitled
matter went off the record at 2:29 p.m and
resuned at 2:36 p.m)

CHAIR CHOU:. All right. So, we're
going to try to reconvene here. The next
measure we'll be tal king about, we're noving
away fromgout to RA now. I|t's about
Functional Status Assessnent, again nom nat ed
by ACR

This is an eMeasure but it's been

tested so this is different fromthe others,
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and now we're not voting on whether to test,
we're voting on whether to fully endorse. So,
I"'mgoing to hand it over to Jinoos to give us
a brief overview

DR. YAZDANY: G eat. Thanks,
everyone. So, the first neasure is 2524, and
this is Functional Status Assessnent in
rheumatoid arthritis. This is a process
measure in which the requirenent is that
functional status is assessed using a
st andar di zed assessnent and that the result is
recorded in an electronic health record.

| just have a few introductory
slides. So, rheumatoid arthritis can lead to
destruction -- actually, if you can go back
just one for ne, destruction of the joints,
and there's often rapid functional decline.
And sinple tasks that many of us take for
granted, witing, cooking, dressing, walking
can becone very painful. And we asked the
guestion why is it inportant to neasure

functional status? And it all cones down to
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one single point, which is that this is the
single nost inportant thing to patients. And
that capturing Patient Reported Qutcones |
t hi nk has becone a priority nationally. Next
sl i de.

This is a very inportant study,
and it was published in 2011. And it was a
very well done analysis that surveyed both
pati ents and rheunat ol ogi sts, and | ooked at
what things to consider when they're
consi deri ng changi ng therapi es.

And you'll see that there is sone
di scordance in the things that physicians
val ue and the things that patients value. And
you will see that for patients the nunmber one
thing is physical function and nmobility. For
the rheumatologist it is many of the things
that we consider under the general concept of
Di sease Activity, so things Iike the swollen
joint count, the DAS 28 which is a neasure of
di sease activity, and so forth. Next slide.

So, what you nmay not know i s that
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rheumat ol ogy has really pioneered the use of
Patient Reported Qutcones in clinical trials,
and in clinical practice over the |last 40
years. W've probably been using PRGCs | onger
t han just about anybody. W have the |egacy
nmeasures that the Health Assessnent
Questionnaire, called the HAQin all of its
various revisions, and buil ding on these

| egacy nmeasures the NIH PROM S system now has
sort of these state-of-the-art versions of
these that incorporates sone of the old itens
and adds new itens so that we get rid of
things like ceiling and floor effects, and we
can nore carefully tailor the functional
status assessnents to our patients.

The psychonetric evidence base is
very strong. It's a nmethod that was very hard
to put this type of evidence into the forns
which are really nore about the process. But,
again, there's been decades of psychonetric
wor k, probably nore in rheumatol ogy than just

about anything el se showi ng that these
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neasures are valid, and they have content and
concept validity, that they're responsive to
changes, that they're reliable, feasible. And
there's been, | think, a lot of work done in
health literacy, low literacy popul ations.
Also, they're available in many different

| anguages. And there's also advice by the
national /international consensus guidelines
that recommend this process of care. Next
sl i de.

Most rheumat ol ogi sts do not use a
formal PRO to assess functional status in
practice, although many nmay do the full in a
nore cursory way. And neasurenent
i nfrastructure does enable next steps so we
see this as a stepping stone neasure. W can't
get to outcones assessnent until people are
actually neasuring this, and we'll tal k about
why later. We can't do bench marking, we can't
go to risk assessnent nodel or do quality
I nprovenent wi thout the basic infrastructure

of this superhighway of neasurenent, if you
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will. And | think that we can learn a lot from
ot her countries, especially our European
col | eagues in Sweden, and Dennmark, and France,
and the UK, and others who really have used
this type of neasure as the backbone for a
Nati onal Quality neasurenent inprovenent and
for a val ue-based health care design. Next
sl i de.

| decided to clean out because
there were lots of issues raised on the
testing, but a ot of the workflow chall enges
were overcone in our testing, and we'll talk
about that in nore detail. And | want to point
out that many EHRs are increasingly including
PRO capacity. This is an exanple, one of the
| argest EHR devel opers, Epic, is providing its
custoners with a PRO application in the 2012
rel ease. There's a library of PRCs that are
avai |l abl e and you can select or you can add
your own PRGs, the common short forns and many
of the ones that we're discussing are included

in that, and the | ocal Epi ¢ user books can
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programthe software for clinical user to
define an event and to direct the
adm ni stration of such PRCs. So, this is a
rapidly changing field and we recogni ze this,
but there's sone challenges to be overcone.
But | think that slowy the superhighway is
being built, and we'll talk about the validity
ratings. Next slide.

| just wanted to nention this
because | don't feel it was totally clear in
our subm ssion materials that this nmeasure was
revi ewed and reconmmended by the Measure
Applications Partnership for use in 2015 CV5
prograns. It's currently in use and programred
I nto the Rheumat ol ogy National Registry which
Is a chief qualified clinical data registry
CMVS.

Sonebody on one of the
tel econferences asked well, if these things
are al ready happeni ng why i s NQF endor senent
I nportant? And as a professional society, we

share the vision that endorsenent accel erates
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a coherent harnoni zed neasurenent status group
across the U S. health care system so we're
notivated to get these things endorsed. So,
those are ny introductory coments. Thanks.

CHAIR CHOU. So our |eads on this
one are John Ventura, Kelly d ayton, and Jason
Mat uszak. Do one of you want to do the

overview to start?

DR. VENTURA: Sure, I'Il start and
then turn it over to Jason and Kelly. |'m not
going to repeat the neasure. | think it's

worth nmentioning relative to the rationale
they couldn't face the sanme issue on this one,
and that is there's no direct evidence that
the process neasure itself |eads to better

out cones, although there's a |ot of indirect
evidence relative to the steps in the process
such that it's a way to neasure responsi veness
to treatnent, it's a predictor of future
disability and nortality, and it provides
feedback to both the patient and the

provider. And it's associated with an
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i ncreased nortality, also, as evidence for the
rationale for why this shouldn't be done. Wen
we got to the first -- the comments, it was
basically just what | had nentioned, that
there isn't direct evidence about the
relationship to health outcones, but indirect
evidence for it. There was one question about
health literacy, and | think that was
addressed by them having nultiple tools that
had been valid and reliable neasures. And
anything el se you want to add to that, Jason
or Kelly?

CHAIR CHOU:. Kelly or Jason, do you
have additi onal comments?

DR MATUSZAK: | guess a coupl e of
the other things that canme up was the
difficulty of all these patients because a
| ot of rheumatoid arthritis patients have
significant co-norbidities that also are going
to affect the functional status assessnents.
Qobviously, we do think they are very

inportant. | think they have to -- | agree
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that | think it's the single biggest factor

for the patient and for the treatnent
providers. But | also found it interesting
that these treatnent guidelines that you guys
pulled this fromactually didn't recommend
specifically doing Functional Status
Assessnents, it only recomrended doing it as
part of the gl obal assessnent on patients. And
then even in the ACR guidelines that they
recommended doing it every three to six nonths
in remssion or lowactivity states, and every
one to three nonths during the active state.
So, | was wondering kind of why the

di screpancy, why it set a bar at one |evel,
and then describe the quality neasure as
sonething entirely different over what the
clinical guidelines are recommending. Is it
just a set of, you know, artificially |ow bar
even though it's not what your standard of
care i s, or what you guys determ ned shoul d be
good care.

DR VENTURA: |'msorry. | didn't
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address the nunerator and denom nator, the
nunmerator is the percentage of patients 18 and
ol der with a diagnosis of RA for whom a
functional status was perforned at | east once
every neasurenent period, which was 12 nonths.

CHAI R CHOU: Ji noos, did you want
to respond to sone of the coments?

DR. YAZDANY: Sure, |'d be happy
to. So, let ne start wth the question about
health literacy. This is an area that actually
going into testing we were very concerned
about because one of our testing sites in
particul ar has a popul ation that draws at
| east partly froma safety net and there are
a |large proportion of people that we actually
know from ot her studies that have | ow health
literacy. It's also a population in which are
bot h Spani sh and Chi nese speakers so there's
t he added issue of |anguage. So, as we think
about handi ng surveys to patients | think we
can't ignore these things.

Now, one interesting glinpse about
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what the magnitude of mssing data in a
setting like that m ght be, cane fromthe fact
that the workflow at this particular site is
that every patient fills out sonething called
a Patient dobal in which over tine they |earn
that there's a digital anal og scal e that goes
fromzero to 100, a happy face, or not happy
face -- but anyway, we all have to read to be
able to do that, and people just sort of nmark
how t hey' re doi ng. So, we

have had the experience of 100 percent of
patients are able to fill out that Patient

A obal Assessnent, and there was a di screpancy
of 6.3 percent between the PROM S physi cal
function survey and that Patient d obal
Assessnent, so what that nmeans to us is that
about 6.3 percent of this popul ation was
unable to fill out the PRO And in those

I nstances there's an additional burden on the
staff that have to read the PROto the
patient, or have a famly nenber help them so

| think that's a snmall nunmber, but it's
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sonet hing to be consi dered.

Co-norbidities do affect
functional status, and I'mtrying to renenber
what the exact question was about - oh, yes,
okay. So, we had nmany debates over a period of
over a year about which functional status
assessnents to recomend, and they occurred
anong dozens and dozens of rheumatol ogi sts and
experts. And in the end we decided that
because co-norbidities can affect functional
status so profoundly that there needs to be
sone flexibility in giving clinicians the
opportunity to offer different ones. So, for
exanpl e, you know, if there's a geriatric
patient wwth a severe disability and one who's
a geriatric functional status PRO, that's
fine. They should get credit for that.

We did recommend four based on
expert consensus that would be sort of the
default recommendati ons comng froman archive
of rheumat ol ogy, but we wouldn't ding people

because of co-norbidities that were going to
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do sonething el se, so the neasure | eaves sone
flexibility.

And then in terns of guidelines
and the timng of assessnent, if you read
t hrough the guidelines, and we know there's 20
di fferent guidelines that recommend functi onal
status assessnent, sone of themsay that this
shoul d be offered to patients at | east once a
year, other ones say that you should do it at
every visit. There's disagreenent on that, and
the reason that we cane down at once per year
was that nobody said to it |ess than that, so
that is a bar on which everybody can agree.
And partly, that has to do with the
psychonetric properties of these functional
status neasures. They tend to decline slowy
in the chronic phase of the disease, and if
sonething is declining slowy, so for exanple
wth the HAQ if sonebody only | oses one point
or |l ess per year you probably wll get that
val uabl e informati on by just neasuring it once

a year. Many people do it nore often. That
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shoul d be applauded. | think that's great, but

we're not going to ding people for not doing
It every tine.

CHAIR CHOU: O her comrents or
questions fromthe rest of the panel or from
the | ead di scussants? Yes?

DR ANNASWAMY: Yes, | think
functional assessnent as an outcone neasure is
easy to understand and conprehend, but
functional assessnent as the intervention is
hard to study. So, it is near inpossible to
overcone the problemof |ooking for studies
where doing a functional assessnent has
I nproved outcone. The analogy | can think of
Is cake. If you are trying to figure out if an
out cone of making a cake is good, you woul d
want to eat it, but you really can't assess
the outcone of eating wthout eating it unless
you're conparing it to looking at it. And then
you're dealing wth having your cake and
eating it too.

(Laughter.)
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DR YAZDANY: Can | just nake a

conment about outcones neasures? W - to nake
anot her anal ogy, | think we need to wal k
before we can run. I'mgoing to say that for

a lot of these neasures, so we are in a
situation where nost people are not even
wal ki ng, are not even neasuring functional
status which is the nunber one nost inportant
thing to patients. And al though | understand
and share the enthusiasmfor noving towards
out cone nmeasures, we're in a situation where
it's hard to even test these neasures because
people aren't using them so that's one thing.
It's just like building a superhi ghway.

The other thing that variables for
ri sk adjustnent, and we actually went through
this exercise so we said if we were going to
devel op a risk adjusted functional status
out cones neasures, and part of this work was
actually wwth CVM5 because they're very
interested in this for neaningful use stage 3.

You know, what are the variables that we m ght
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need? Di sease duration, fixed deformties,
detailed informati on about co-norbidities. For
exanpl e, what if sonmeone just had a joint

repl acenent or has another issue? In

r heunat ol ogy we have a conpoundi ng i ssue of
access to drugs. Wth many of our biologic
agents patients have a 30 percent coi nsurance
so how do you factor in access to drugs on
soci 0 econom ¢ status? | know the NTHROP has
had a bi g debate about that, which we don't
need to tal k about today. So, at the
conclusion of all of that we decided that we
want them notivated to work towards that, and
we actually comm ssi oned a paper on Qutcones
Measur enent i n Rheumat ol ogy whi ch our
col | eague, Lisa Sutter, is actively witing
right nowto sort of set the stage of how
we're going to go fromhere to there, and why
we can't do that right this second. But there
was uni versal agreenent that this was the
right starting point.

CHAIR CHOU: Kelly or Mark have a
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conment ?

DR, JARRETT: My comment really
relates to over 30 years of struggling to take
care of tons of rheumatoid patients, and the
reality is that you need this neasure because
it does not coincide necessarily with all our
ot her objective neasures, |like joint counts.
And it is the nost inportant thing. Patients
who have to get up four hours earlier to get
dressed so that they can button their clothes
and go to work, that's what's inportant to
them not how many warm swollen joints they
have. And it really truly is a neasure of how
they feel, and it is the nost inportant thing
to them And, yes, it doesn't relate right now
directly to outcones, but | agree 100 percent,
If you don't start neasuring this now, you get
uni formy neasured, you can never get to the
next step.

CHAIR CHOU: Ckay. Kelly, do you
have a comment ?

M5. CLAYTON: | have to agree with
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Mark. Like | said, | cone both fromthe

researcher perspective but al so the patient
perspective, and having done this for al nost
15 years, | think the biggest key to filling
out some of these functional status
assessnments and the instrunments used is
getting the conversation flow ng between the
pati ent and the rheunatol ogi st. Yes, these
instrunments tend to only |look at a snapshot in
time as them you know, being unable to do
this in the | ast week versus, you know, the
| ast few nonths, but it gets the conversation
fl ow ng between you and the rheumat ol ogi st
that hey, you know, over the last three nonths
I"ve had this decline, or, you know, that
| eads to a change in therapy, so change in
additional prescriptions, things |ike that,
and physical activity changes.

CHAI R CHOU: Thanks. O her
coment s?

M5. DAVIS. In ny departnent, we

work with various outcones, and in M nnesota
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we're actually doing quite a bit of work as
wel |l on functional status for surgical
procedures. But in all of the work we're doing
in Mnnesota it is acconpani ed by qualify of
life surveys, as well as functional status
because they're different based on the
perception of the patient. |I'mwondering if
that's sonmething you would consider. It's
probably not totally relevant to our
conversation, but you laid the stage for it,
so -

DR YAZDANY: So, there's overlap
of course between physical function and
quality of life assessnent. In fact, sone
quality of life assessnents include physical
function as a single domain. And, you know, |
think in a nore advanced perfornmance
nmeasur enent systemwe would in a nuch nore
sophi sticated way capture all of the aspects
that are inportant to patients. And,
obviously, quality of life is part of that.

Wthin this narrow di sease, though, the reason
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that we started the functional status is
because we have information that that's the
single thing that patients care about the
nost. | agree, that's an inportant goal,
forward thinking, great to hear you' re doing
t hat .

CHAI R CHOU: Yes, Zoher.

DR GHOGAWALA: So, |, too, | want
to applaud the effort to sort of
systematically collect patient reporting
functional status. The nunbers that you quoted
for the percentage of patients that are unable
to conplete these forns reliably is very, very
| ow. However, in nonitoring of European
registries, as well as efforts in the United
States where registries incorporate patient
reported outcones type of data the conpliance
rate is, in fact, low. And one of the things
that at | east we've seen on spine side is that
In academ c centers in areas where there's
nurses or study coordi nators who have hel ped

patients to get these outcone assessnents
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conpl eted, answer questions and so forth, the
conpliance rate is nuch higher. But as we | ook
nore broadly at community practice, snal
private practice and so forth where the tine
demands on clinicians are enornous, adding
this to the workflow nmay be a chal |l enge. And
|"mjust curious to hear your perspective,
understanding full well that | think that no
matter what the hurdles, we nust do this. But
our challenge is to getting patients to
conpl ete these fornms reliably, and we probably
shoul d t hi nk about that.

DR. YAZDANY: Those are all really
I nportant comments. | can share our
experience in rheumatol ogy, which is that
t hose people who are notivated to neasure this
have just cone up with anmazing grassroots
I nnovative ways to do this in clinical
practice. | nean, we have peopl e doing
everything fromliterally having |ike those
ol d-fashi oned scantron machi nes, and peopl e

sort of using a nunber 2 pencil and sort of
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feeding it through and getting the outcone, to
startup conpani es that are pushing these
things to patients phones, and touch screens,
and people getting it through the Epic My
Chart, emailed to them And | think what's
really interesting is that if you build the
will and the infrastructure, | think we can
|l eave it to people to cone up wth a sol ution
that will work for them

We have exact tinmes on each of
t hese neasures that are recommended, so in
nost cases for the patient it's between three
and five mnutes to fill out the form And in
nost cases it's less than one mnute to score
the form So, again, | don't want to mnimze
that. In a 15-mnute visit, that one m nute
m ght be a challenging thing for a clinician
who doesn't have any support staff. But we
al so know that it's not a huge anount of tine
either, so at |least there's sone calibration.

CHAIR CHOU: O her comments?

DR ANNASWAMY: I n your literature
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revi ew assessnent has PRO been conpared to a
provi der - based assessnent ?

DR. YAZDANY: So, there's two forns
of evidence. One is for random zed control | ed
trials, and one is fromjust observationa
studi es. And based on recommendati ons from
Omar Act, functional status assessnents are
actually now included in a standard way in
RCTs in RA. So, we know fromthose trials that
drugs that work nove these PROs, so they nove
in the sane direction as objective neasures of
di sease activity, and these conposite neasures
which we'll talk about later. And that data is
summari zed in sonme of the psychonetric papers
that were cited, and that the nmeasures are
responsi ve to change.

There's al so observati onal
studies. The largest one is the CORRONA
Dat abase. This is a Consortium of Rheumat ol ogy
Researchers of North Anerica. It's actually
based in comunity practices, and there it's

not a random zed controlled trial. There
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peopl e just agree to neasure. And what we see
I n that observational study, and | can forward
you the citation, is anong these 17,000
pati ents that have been foll owed for over a
decade, we again see that the functional
status assessnents are noving in the sane
direction as the nore objective disease
activity assessnents. And that, in fact, just
the measurenent, which is the only
Intervention in that observational study seens
to lead to no further declines in function,
which is really inportant, and naybe even an
I nprovenent. That's a study by G eenberg that
was actually relatively recently published in
the Anmerican Journal of Medicine in |late 2013.
And I'msorry it's not included in the
materials, partly it's because we started the
materi al s before that paper was public.

DR, ANNASWAMY: So, in these
exanpl es you cited there functional assessnent
reported by the patient conpared to provider-

based assessnent of disease activity. | was
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nore wondering along the |ines of provider-
based assessnent of function versus patient-
reported assessnent of function.

DR. YAZDANY: There has been sone
wor k done in that area, and as a general rule
one thing that's interesting is that if
patients are just - and this is based on a
study by Jeff Curtis. If patients are just
asked about their function w thout doing a
formal survey, so you just say how are you
getting along? Which is usually how it goes in
clinical practice. | would say that that's the
usual care. Physicians wll then tend to over-
estimate their function, as opposed to having
a standard way of collecting it. So, that's
the best information that we have in that
regard, and | think it nmakes sense.

CHAIR CHOU: | have a question. You
know, the neasure is specified as being in
counters for RA. And, for exanple, a |lot of
patients with RA may have a primary care

doctor, but really their RA care is sonmewhere
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el se. So, this - you know, it's - | guess
what |'masking, this isn't being targeted at
kind of the routine kind of primary care
followup. It's really people that are being
managed, and it's really going to be mainly at
rheunmat ol ogi sts the way it's witten.

DR YAZDANY: So, that's a very
I nportant point. Again, we went back to both
the literature and sone qualitative studies.
There's a really nice one that Dan Sol onon's
group did at the break on where they surveyed
the primary care community and just asked them
whet her they are confortabl e diagnosi ng RA
managi ng RA, starting DMARDs, a whol e range of
guestions along those lines. And | think the
results are consistent with our clinical
experience, which is that although in the
primary care setting nmany feel confortable
di agnosing them so | guess the vast nmjority
don't feel confortable actually managing the
DMARDs, so | think for that reason, and the

fact that we really wanted to have
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accountability neasures for rheunatol ogists,
we wanted to limt this to rheunatol ogi sts.

CHAIR CHOU: My ot her question is
just how - you know, the numerator specifies
using a valid and reliable instrument. |'m
j ust wondering how that's going to be
operational i zed.

DR. YAZDANY: So, Rachel nay be
able to speak nore to this, but we've applied
for LONC codes for the various reconmrended
neasures. There's really four reconmended
neasures. They include the HAQ 2, the PROM S
physi cal function short form 10, the PROM S
physi cal function short form 20, and the
PROM S physi cal function conputer-assisted
technol ogy testing. Ch, | guess, and there's
a fifth one, which is the Rapid 3, which is
the MD HAQ So, those are the ones that we're
going to primarily capture. And then | guess
there's also an option for other, sonething
l'i ke that.

CHAIR CHOU. Right. And | guess ny
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guestion, so when it says | use this other
nmeasure, how is that judged? Wo judges that,
and howis that - | nean, there's nmany, many
functional status neasures both di sease-

speci fic and non-di sease specific and, you
know, | think that to ne poses a challenge in
ternms of figuring out what neets the criteria
or not.

M5. MYSLINSKI: Yes, it is a
chal l enge. The way that we have specified it
we're | ooking for the result of an assessnent.
So, if it was just, for exanple, sonebody
saying - a conversation between a provider
and patient, that wouldn't necessarily be
captured in that way.

CHAIR CHOU: But it sounds |like any
nmeasure basically you woul d accept, so you're
not really - the validity and reliability
thing won't really be -

(O f mcrophone coment.)

CHAIR CHOU: Al right. O her

questions or comments?
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DR VENTURA: | was going to ask

the sanme question. | thought they would cone
up -
CHAIR CHOU:. Yes, the availability

(O f mcrophone comment.)

CHAIR CHOU:. So, |let ne just
sumari ze where we're at. | think everyone -

| mean, there's no direct evidence about how

measuri ng out cones inpacts patient outcones,
but | think there's a rationale for doing it.
But, you know, kind of clinically it nakes
sense that in order to trap outcones and al
this other stuff - and then a lot of the
evi dence is, you know, really about
reliability, you know, responsiveness to
di sease state, things like that. That's really
where a lot of the evidence, |I think, is
comng from It's alnost |ike |ooking at a
di agnostic test where we're | ooking at
di agnosti c accuracy rather than how doing the

test inpacts outcones.
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|"mnot sure if we have to use the
kind of the algorithmfor evidence rules a
little bit differently because to ne it
doesn't really seemto fit the algorithm
unl ess we drop to the very end.

(O f mcrophone comment.)

CHAIR CHOU:. Wth exceptions, okay.
So, that neans we kind of drop to the bottom
t here.

PARTI Cl PANT: Box 7, just going on
to box 10.

CHAIR CHOU: Yes. So, | think we're
probably ready to nove to a vote on this
nmeasur e.

MS. PHILLIPS: Ckay. So, you're
going to vote on Measure 2524 for the
evi dence. Your options are one for high, two
for noderate, three for low, four for
I nsufficient evidence with exception, and five
for insufficient evidence. Gving in just a
second, the nouse cursor is being

uncooperative. Al right. W can start the
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voti ng now.
(Voting.)

CHAIR CHOU:. Ckay, it passes the
evi dence. Next is opportunity for inprovenent.
Jinoos al ready summari zed sonme of that.
Anything to add fromthe | ead di scussants?

DR VENTURA: No, other than they
did use three test sites to insure variation
in inplenmentation and so forth, and 7 percent
there was definitely roomfor inprovenent.

CHAIR CHOU:. Ot her coments from
the rest of the panel? And you can do the
vot e.

M5. PHILLIPS: Ckay. On the
performance, one is fine, two noderate, three
| ow, and four insufficient. And voting can
begi n now.

(Voting.)

CHAIR CHOU: Al right. This one
passes wth flying colors also. These votes
are a lot nore clear cut than the gout votes.

Next area will be priority, so again think
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Jinoos already addressed that. |'d see if John
or any of the other |ead discussants have
ot her comments to add?

DR VENTURA: No, just to add that
it's been added as a CMS top 20 condition.

M5. PHILLIPS: Ckay, we're going to
vote on priority for 2534, one is high, two
noderate, three Iow, and four insufficient.
Vot i ng begi ns now.

(Voting.)

CHAIR CHOU. Okay. So we keep
nmovi ng. The next area is the reliability and
validity stuff. Essentially, the
specifications. Again, | think we're kind of
voting, but not really, | guess.

M5. PH LLIPS: Ch, no, thisis a
full -

CHAIR CHOU: Ch, this is for a
full. Okay. So, this is a full nmeasure. Sorry.
So, let's step back, sorry. So, this actually
has been tested. Maybe, John, if you want to

summari ze sone of the testing informtion
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DR VENTURA: Sure. Reliability was

assuned to be 100 percent because it's the
extraction fromEHR So, they assuned a
reliability conponent, and then used three
validity checks. The first was actually using
check values or reliability nmeasure between
the hand pulled data and the automatic on the
EHR pull ed data. And it was very, very high
correl ati on between the two.

We al so neasured face validity by
virtue of expert handling census, using what
was appropriate, which was consi dered very
hi gh. And then they also did do a - | believe
it was |like a cap value on diagnosis of RA
bet ween the EHR and the hand pull ed, and that
cane out with very little disagreenent.

CHAIR CHOU: Anything to add from
the other | eads?

DR VENTURA: And according to NQF
case validity is sufficient.

CHAIR CHOU: Ckay. So, we haven't

done this yet, so do we vote on the
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reliability first, and then validity? Ckay.

DR. PACE: So, in this case, so |
know that this gets into our quirky little
aspects about criteria, they're right, that we

- the Measure Testing Task Force report,
because if you're |ooking at data el enent
reliability and validity, they're very closely
connected. So, that's why we accept data
el ement validity to suffice for reliability,
as well. So, | would say use those results of
the data elenment validity as your doing your
reading for reliability. And because that
woul d be at the data el enment |evel, not the
performance score, noderate would be the
hi ghest score - rating that it could get.

DR ANNASWAMY: |f you go down the
al gorithmyou're at nunber ten through twelve
on the validity |evel

DR PACE: Yes. W're actually
going to use the - if you look at the
reliability algorithm |'mjust saying we'll

use the sane for the data elenent validity as
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- you'll use that sane information in making
your decision about data elenent reliability.

DR, ANNASWAMY: What woul d be an
exanple of the reliability -

M5. STREETER: Can you pl ease turn
on your mc. Sorry to interrupt.

DR, ANNASWAMY: My bad. Wat woul d
be an exanple of a reliability testing that
woul d be at nunber 2 or 1. W have nunber 4.

DR. PACE: kay. So, at the |evel
of the perfornmance score?

DR, ANNASWAMY: Yes.

DR PACE. Typically, what we see
wth this is a signal to noise analysis where
you actually have the performance scores for
a lot of the providers, and you could do a
signal to noise analysis. Sonetines we've seen
devel opers do split half reliability analysis,
but the idea is that you actually have
conput ed performance scores for enough
providers that you can actually do those kinds

of analyses. And | don't have it in front of
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me, but how many sites did you test this in?

DR. YAZDANY: There were three
sites, and nultiple providers at each site.
And we did not do signal to noise, but instead
we ook within sites to see whether there was
variability between the providers of
I ndi vidual sites, and then al so between the
sites. And | can tell you that one of the
sites that had sonething |ike 12 providers had
statistically significant differences in
performance between the providers at that
site, and then others there were no
di fferences between them | don't know if
that's all that you're looking for -

DR. PACE: Yes. No, that's
different.

DR. YAZDANY: Ckay.

DR PACE: That's |ooking at the,
you know, distinguishing performance. But, |
mean, they're sonetines related. But, anyway,
those are the two that we typically see,

signal to noise analysis, or split half, you
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know, or using sone kind of |CC analysis. But,
basi cally, |ooking at that conputed provider

| evel score, not the data, you know, the
agreenent in the data fromtwo different ways
of abstracting.

CHAIR CHOU: Ckay. | still don't
really get all this stuff, but I think it
woul d hel pful at least for ne if kind of the
NQF people could tell us if they think there
are issues with reliability, because |I'm not
sure that we always know all this random split
hal f stuff, and the signal to noise, and all
these other things. | nean, | don't know - |
nmean, we're often not presented that data,
nunber one. And nunber two, just how to
interpret it | think is going to be difficult
for many people. But |'mnot hearing that
there are any concerns that you guys
identified. Is that correct?

DR. YAZDANY: That is correct.

CHAIR CHOU:. Gkay. And then the

lead didn't really identify concerns here
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either, so -- and |I'mtal king about both
reliability, as well as the validity
conponent, as Karen said, that these are
I nterrel at ed.

DR PACE: And the ceiling is
noder at e.

CHAI R CHOU: Say that again.

DR PACE: The ceiling is noderate.

CHAIR CHOU: Ckay. Wy is the
cei l i ng noderate, again?

DR PACE: Because the testing is
done for the data, not the conputed
performance score. So, our hierarchy is that
that's a foundation but it doesn't tell us
exactly about the performance score. And that
of t en happens when you have few sites on which
you can actually do the testing.

CHAIR CHOU: Al right. So, |
believe we're ready to vote on reliability,
and then we'll vote on validity.

M5. PHILLIPS: Ckay. There are four

options. One for high, two for noderate, three
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for low, and four for insufficient. W're
voting on Measure 2524 for reliability. Voting
begi ns now.

(Voting.)

CHAIR CHOU: W can nove to
validity now.

M5. PHI LLIPS: Al right. W are
now voting on validity for Measure 2524. Your
options are one for high, two for noderate,
three for low, and four for insufficient.
Vot i ng begi ns now.

(Voting.)

CHAIR CHOU: So, this passes, so we
can nove on to the next, which is feasibility.
Any comments fromthe | ead di scussants?

DR VENTURA: They did set up
especially to ook at feasibility, and they
were a little bit confused between the two -

there were sone concerns voiced by the sites.
Two of the three said that they didn't think
It would feasible froma technical standpoint,

al though they said it did neet the standard,

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 337

and that there is sone challenge relative to
wor kfl ow al so. The techni cal conponent they
t hought they could overcone in a matter of
weeks, but the workflow they thought m ght
take a few nonths. They did support it, but
there were sone chall enges.

CHAI R CHOU: Does any ACR fol ks
want to coment on that?

DR YAZDANY: Just to say that |
don't think that we should mnimze the fact
that this wll require workflow changes for
i ndividual clinicians. And | feel like |I'm
very sensitive to that, because | take care of
patients, so sonetines it's easy for us to say
and hard for people to do.

That being said, it's interesting.
Wien we started this process the subjective
feasibility assessnents where people just say
do you think you can do this, and people sort
of typed what they thought were nmuch nore
negative than the actual inplenentation of

testing. And that was just interesting,
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because | think people thought maybe there's

a lot of inertia, people are scared of their

I T divisions, they don't want themto change
the EHR. They think it's going to be hard and
expensive, and often | think that those things
are true. But on the other hand, many of the
testing sites, and actually we continue to see
this as we roll out the registry, they are
able to overcone many of those things.

And 1'Il just make a point that,
you know, if this nmeasure does get NOQF-
endorsed and is part of CMS prograns, there's
going to be areally strong incentive for EHRs
to make this easier for docs so that they
don't have to reinvent the wheel one at a
time, you know, vocally to build this stuff.
So, | think that's the vision. | hope it's
realized. And | think we have to support,
guess as the ACR part of the job in supporting
the nenbers just to make sure that we provide
education, tools, and support to nake this

easi er.
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CHAI R CHOU: Over here and then

down there.

DR JARRETT: | just have a
guestion for you in the feasibility study that
you guys | ooked at. They did raise concerns
about the technical and the workfl ow changes,
but it was interesting because they also -

maybe there was a little hesitation on
whet her or not it accurately differentiated
the quality of performance across providers,
you know, that there are certain categories
that, as you guys did these feasibility things
i ke, you know, they said oh, yes, strong
agreenent that this will retain its value, and
then this one they kind of said ahh, maybe, |
guess. Did you get a sense of why the sites
felt that it mght not be a good
differentiator of quality anongst providers?

DR. YAZDANY: It's sone of the
I ssues that we've tal ked about before, which
is | think that, you know, this neasure is a

foundational step, and if we were going to use
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the score to differentiate between providers
performance w thout | ooking at risk adjustnent
I think, you know, there should be hesitation.
But that's not the plan, so | think part of it
may be that. Part of it may be that people
feel like they're doing this wth the are you
able to get along kind of question, so they
t hi nk nost rheumat ol ogi sts on a subjective
| evel think that this part of taking care of
patients. You ask them how they're
functioning, and maybe they don't believe that
doi ng a standardi zed assessnent is going to be
any different than usual care, even though we
have sone data to show that actually there is
a difference. So, | think those may be two
I ssues that are reflected in those qualitative
coment s.

CHAI R CHOU: Zoher.

DR, GHOGAWALA: So, if | wunderstood
correctly, the pilot aspect of this was three
sites, in which all three were extracting the

data fromthe electronic health record. The
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fact of the matter is that that's not reality
in the United States today. So, to | ook at
this froma feasibility standpoint today, to
me | think it's very, very worrisone because
while it's inportant to do, while |I think that
it ultimately nust be done, to sort of nmke
this a neasure is going to present a hardship
for the vast majority of practicing
physi ci ans. And an unexpected consequence of
this is that the initial enthusiasm and the
initial forward nmonmentumon this wll be |ost.
And |'Il give you an exanpl e.

This is frommany, nmany years ago
in Europe with the Spine Tango Registry. The
initial pilot study of that showed outstandi ng
pati ent conpliance because it was a group of
very, very notivated sites. But as it was
brought out to 50 sites with 20 or 30, 000
patients, the conpliance fell to 30 percent,
and the value of that registry is low So, |
think this is sonething that we need to think

about very carefully, because today while Epic
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does have a drop-down nenu for sure about the
conmon patient-reported outcone neasures, it's
not in fact installed in the vast majority of
sites that have Epic today. And it takes a

hi ghly notivated group of people to nake it
happen, so | don't think this is feasible at

| east today. That's ny view.

CHAIR CHOU: Yes. You know, ny only
thought is that | have patients who are, you
know, any way neasured are disabled and are
al ways going to be disabled no matter what |
do, and how many tines | neasure it. And it
just raises sone questions about, you know, is
sone of this kind of wasted energy in sone
patients, at least. And | don't think we need
to get into that here but, | nean, | - you
know, not necessarily with RA, but patients
wi th, you know, disabilities or other chronic
pain conditions and things |ike that where
literally there's nothing - | mean, you
know, they've been treated nmaxinmally and

there's nothing that's going to change their
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functional status.

But in ternms of kind of the
I npl ementation piece, | think ny - you know,
| already raised the other - the concern
had about what instrunents are going to be
accepted, and it sounds |like you guys are
thinking this would be a very broad, basically
I f sonebody uses an instrunent that's
essentially been published and studied in sone
way, then that's going to neet the criteria.
| think.

Any ot her comments or questions?
Al right. | think it's tinme to nake a vote on
feasibility.

M5. PHILLIPS: We're voting on
feasibility for 2524. One is high, two is
noderate, three is low, four is insufficient.
And voting begi ns now.

(Voting.)

CHAIR CHOU: So, we're over 60

percent for high and noderate so we can nove

on to usability and use. | think sonme of this
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overlaps with the feasibility issues. Are
there other coments that the | ead discussants
wanted to nmake?

DR VENTURA: | think just one.
There was sone overlap with the function
measure as a part of PQRS, and the feeling
that this is, | guess, pertaining to ny
guestion about only using valid and reliable
nmeasur es.

It was noted that this would add
specificity to our PQRSs. | nean, if you open
it up to any tool that's possible, how are you
addi ng specificity to the PQRS neasure?

CHAIR CHOU: | have a questi on,
actually. I"'ma little surprised that this
isn't, you know - like for |ow back pain, for
exanpl e, we know that people don't neasure
function and stuff very well in primary care,
but in - if you go to specialty clinics they
do. That's built into their workflow al ready,
so |"mcurious why this is not the case with

rheumatol ogy for RA. Is there - you know, it
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seens |like that would be -- it would be the
same kind of situation where there would be a
di sconnect between primary care nanagenent and
speci al ty managenent, but you'd think that the
speci alist would kind of be on top of it

al r eady.

DR, YAZDANY: | think that there's
sone clinical inertiaonit. | don't know
what el se to say.

CHAIR CHOU: O her comrents or
guesti ons here?

DR, ANNASWAMY: One of the
uni nt ended consequences that the gentl eman
over there, | can't see his nane, was talking
about, but the other is the unintended
consequence of setting the bar so |low, could
it be that, you know, you're finding a | ot of
people are reaching it, and there may not be
an incentive to keep going shooting for a
hi gher bar? That may be one uni nt ended
consequence.

DR YAZDANY: This is nore, again,
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a vision than the current state of affairs,
but the way that the registry is being built
Is wth those nightly upl oads of data, and so
you are going to be able to sort of create,
hopeful Iy, nove towards sone ki nd of node
that's nore learning health care system where
you're going to have sone people that are
measuring it nore often, and sone peopl e that
are nmeasuring it |less often, and hopefully get
to a point where you can generate data about
this. And I know that NQF has, you know, an
endor senent and mai nt enance process, and
hopefully, you know, with each iteration of
this there's going to be the ability to nmake
this nore sophisticated and useful. So, we
know this is just a baby step.

DR DAN ELS: Yes, maybe - |I'm
going to call himDr. Z, sorry doc. You had
sone good points and everything but, you know,
this kind of tugs at your heart. You kind of
want to get this to go through, and I know

that just in our setting we sonetines have to
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sort of make a quick-draw shot |ike, you know,
this person is presented to you and the famly
brings himin. Do they go to the nursing hone,
or they can stay hone, they're going to fall
and break their hip. And there's a coupl e of
real quick things that we'll do, stand up, sit
down, tests that | can do. But to get
sonething that's kind of nore conplex than
that, | guess ny questionis wth -- we're
tal ki ng about working wth groups of people
and that. Wat would be wong with this,
sorry, doc, with just having like an OT or a
PT consult. So, if there's a person - | nean,
you go and have themsee it, and they know a
| ot nore about the function. | nean, you guys
are giving people drugs, but as far as
functional stuff, they're kind of better than
us. So, | nmean, what would be wong with just
asking themto do that?

DR. YAZDANY: There is nothing
wong wth that. And | think, you know,

getting a little bit off topic, but we' ve
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heard a | ot about team based approach to
health care, and there are many exanpl es of
rheumat ol ogi sts around the country, and in
particular with the care of rheunmatoid
arthritis where there is a team based
approach. And in that practice is a physical

t herapi st, an occupational therapist, and
there's a nursing visit, and sone of these
things are not done necessarily by the
physi ci an, but are done by the co-staff. And
| think that in that situation as long as it's
in the EHR, there's no reason that the
rheumat ol ogi st that's affiliated with that
practice shouldn't get credit, as well. And,

you know, as you nove up |evels of

accountability that practice wll | ook good,
and that health systemw || | ook good. So, |
think there will be incentives, hopefully, you

know, depending on how this neasure actually
Is used in the health care systemfor that to
happen.

DR. DANI ELS: Do you use a neasured
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option?

DR GHOGAWALA: | think that's
actually a great idea. The only troubl e that
| see on this may be a surgeon bias, is
oftentimes we see the PT and the OT reports
whi ch are very useful for a physical therapist
or an occupational therapist to follow
soneone's care, but we don't really know how
to understand it. That sounds silly at one
| evel, but there's no way to quantify the
| evel of disability. And that's sonething
that's very appeal i ng about these validated
patient-reported outcone tools. Wichever one
you use there are sone nunbers that have
meani ng, and you can conpare how, you know,
one group of patients is doing versus another.
And you conpare how your patient is doing over
time. So, | think there's real value in the
patient-reported outcones approach, as opposed
to the PT or OT report, which also has great
variability, incidentally, in terns of

different therapists and how they fill these
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forms out.

But | still continue to - | have
real concerns over, you know, how - and | say
this as center, we have Epic, so | could see
how we could do this, but | have real concerns
about prograns that don't have an el ectronic
health record that would permt this, so how
that would be in the figures.

M5. BURSTI N: Just a quick conment.
That's a very fair piece of advice, it's only
specified for those who have it, so no one
el se can be held accountable for using the
nmeasur e unl ess you al ready have EHR So,
again, it's that thinking towards the future,
havi ng neasures in place when nore and nore
people are on EHRs, but you couldn't do it if
you didn't have it. No one will force you to
use the nmeasure.

DR GHOGAWALA: So, this is
verifi ed.

MS. BURSTI N Yes.

DR GHOGAWALA: Then ny concerns
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are nmuch less. But there's EHRs and there's
EHRs.

MS. BURSTI N Yes.

DR GHOGAWALA: So, Epic, and
Serner, and so forth have these capabilities,
but a lot of people practice with an EHR
systemthat sinply doesn't have this
capability. So, how would that apply to those?

CHAIR CHOU: | saw sone hands up
here, and then we'll cone back to you.

DR, ANNASWAMY: Anot her of the
uni nt ended consequence, Roger, you tal ked
about earlier which is since, again, this is
such a low bar, if a lot of providers started
using the other and end up doing a non-
val i dat ed, non-standardi zed functi onal
assessnent, then we're kind of shooting
ourselves in the foot, and we are really not
measuring function properly.

DR YAZDANY: So, thinking again,
the onus is on the ACR and the rollout of the

registry. And | can tell you that, you know,
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they have very dedicated staff that are there
to support practices. And | think by putting
these tools on line - and, by the way,
actually all of the ones that we selected are
non-proprietary. Nobody has to pay for using
any of these tools, which is really inportant.
For exanple, the SFM6 you have to pay for

Ri ght? So, we took all that into
consideration, so | think we need to encourage
people to use the four recommended tools

unl ess they have a really good reason for
usi ng sonet hi ng el se.

CHAIR CHOU: And | think that's
sonet hi ng that can be neasured. R ght? W can
see how many people are checking off box 4,
whatever, and if it's 80 percent, then you
know there's a problem and you need to kind
of readdress what we're | ooking at.

The only other thing I'll nention,
and | hope this isn't really applicable here
but, you know, this rem nds ne of when pain

was added as an outconme neasure to be done as
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a fourth vital sign or whatever, the fifth
vital sign, which everyone thought was a great
idea. And it's probably contributed to the
massi ve, you know, increase in use of opioids.
And, you know, so you don't always know what's
goi ng to happen wth these things, and when
you don't have strong evidence |inking the
intervention with the outcone it really is, |
think, inportant to really foll ow through and
see what's actually happening. Are patients
getting better care as a result of the
functional assessnent, et cetera? There are a
coupl e of other comments here.

DR MATUSZAK: It certainly sounds
i ke you guys have hit on sone useful ness
criteria there in ternms of sone of the overlap
with what you're doing wiwth CM5 and stuff,
which | think is really nice if you can get
that type of alignnment. | think that's really
big, and nust be a little concussion piling up
on nme because | can't renenber what the other

t hi ng was.
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(Laughter.)

DR. MATUSZAK: But, actually, a
question for JD. Exactly how far south in
southern Illinois are you fron®

PARTI Cl PANT: It depends on the
dat e.

(Laughter.)

CHAI R CHOU: John had a conment.

DR. VENTURA: Yes, | just have
experience nore with back pain and functi onal
out cone neasures, and even two experiences
with inplenmentations of the EHR And while
logistically it's a bit problematic, it's
definitely the trend, and | think it's going
to becone logistically nmuch easier. That's
been my experi ence.

CHAIR CHOU: Al right. I think
we're ready for a vote. Are we ready? Oh,
Karen, sorry.

DR. PACE. That's all right. | was
just going to say if that's a probl em about

the specifications and any standardi zed t ool ,

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 355

| nmean, that is an issue. They've got four
recomrended ones, that's sonething that the
comm ttee can factor into their discussion, or
their vote on this neasure. But | guess the
other thing is, it wasn't clear in the kind of
Engl i sh | anguage specifications, but the
nmeasure i s specified so that they can't just
check that they used, or identify a code for
an instrunent. They actually have to record a
score fromthat instrunent. Is that correct?

DR, YAZDANY: Correct.

DR PACE: So, that probably needs
to be clear in the specifications, because
then the point is you wll have that data as
you' ve been tal king about, so | just wanted to
ask basically the commttee how they would
initiate that.

CHAIR CHOU: At |east for ne, |
think it's acceptable to have the option to
use ot her neasures. | just wanted to see
followup data and if it's a high proportion,

then | think it needs to be revisited. If it's
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10 or 15 percent, or whatever then, you know,
it may not be an issue. So, at least that's ny
perspective. | wouldn't ask the neasure to not
go forward or sonething because of that. O her
- yes?

M5. CLAYTON: One last thing to
add. One of the articles that was cited in our
nmeasure specifically even pointed out that the
sel f-reported neasures may be influenced by a
patient's nood, self-efficacy, cultura
beliefs, so on, but over tinme you'll see nore
of a reliable nmeasure versus those random ki nd
of up and down epi sodes.

CHAIR CHOU:. All right. Let's vote
on usability and use. And then we'll go from
t here.

MS. PHILLIPS: W're voting on
usability and use for 2524. You've got four
options, one high, two noderate, three |ow,
and four for insufficient evidence. The voting
begi ns now.

(Voting.)
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CHAIR CHOU: So, this passes and we

come to the final vote. And this tinme we are
voting for full endorsenment, so not just to
test it.

M5. PHILLIPS: Al right. W're
going to use the additional question slide for
t hat .

(O f mcrophone coment.)

M5. PHI LLIPS: This is for overall
suitability for 2524 for endorsenent. One is
yes, two is no. Voting starts now.

(Voting.)

CHAIR CHOU: Al right. W're done
with that neasure. W have two nore. Are we
taking a little five or ten mnute break? So,
maybe we'll reconvene at 5 til, and then
finish out the day.

(Wher eupon, the proceedi ngs went
off the record at 3:43 p.m, and went back on
the record at 3:55 p.m)

M5. STREETER: Thank you. So, as

many of you probably know, Ann sent out an
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emai | just announcing that we nade di nner
reservations for those who are interested in
goi ng sonewhere after dinner, we thought it
woul d be nice just to have sonewhere already
booked for you, if you'd like to go. It's two
bl ocks away, and basically we just want a head
count now so we can update our reservation
For those who are interested in going to the
di nner, if you could raise your hand.

(O f mcrophone coment.)

M5. STREETER Ckay, thank you.

CHAIR CHOU: Al right. So we're
going to nove into the | ast couple of
nmeasures. | just wanted to apol ogi ze because
I"'mgoing to have to | eave probably after the
first neasure because | have anot her phone
call | have to be on. But we're going to do
Measure 2522 first, so this is rheumatoid
arthritis, tubercul osis screening. Again,
devel oped by ACR The | ead discussants are Kim
Tenpl eton on the phone, and Linda Davis. And

this is for a trial measure, so not fully
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endorsing it, just endorsing for further
testing. And I'll turn it over to Jinoos for
an overvi ew.

DR YAZDANY: Sure. So, Katie, |'l
just have you queue up that slide for ne. So,
this is tuberculosis testing in people who are
newy starting a biol ogic DVARD.

This is a key patient safety
measure, and the rationale is the biologic
DMARDs i ncrease the risk of reactivation of
| atent tuberculosis; that is, tuberculosis
that's dormant or asleep and doesn't have any
synptons, and reactivation of tuberculosis is
a dreaded event. It can lead to severe
norbidity or death, and as soneone who t ook
care of sonebody who had this two nont hs ago
who didn't have screening for tubercul osis
before starting a biologic, | can tell you
that there was just a trenendous anount of
suffering in a patient who alnost |lost his
life. So, this is sonething that perhaps

shoul d be a never event.
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Screeni ng detects tubercul osis,
and sinple treatnent regi nen generally is
effective. Just to give you sone perspective
because | think sone questions were raised
about this on the tel ephone conferences about
burden. We think that about, based on CDC
estimates, that about 4 percent of the
popul ation of the United States has | atent TB.
It's a much hi gher percentage anbong certain
raci al ethnic groups. So, for exanple, anong
African Anrericans it's thought to be as high
as 18 percent, anong H spanics probably 9
percent or higher, and definitely nmuch higher
anong foreign-born immgrants, as well.

The risk of hepatotoxicity with
treatnment the usual regi nens of either
nonot herapy with isoniazid or rifanpicin in
the nore recent literature is between about
zero to 1 percent, although our experts tell
us that with nonitoring for liver function
tests and early discontinuation if there's a

problem the risk of anything serious
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happeni ng is negligible.

Bi ol ogi cs increase the risk of TB
reactivation by at least 5 percent, |'msorry,
five times. The signal was initially detected
i n random zed controlled trials, so this is a
serious adverse event happening in the context
of over 10 random zed controlled trials. So,
| don't think that there's any question that
there's an increased risk. Next slide.

We al ready tal ked about why this
Is inportant. In terns of the evidence, | just
wanted to point out that it | think would be
unethical to performa random zed controlled
trial of screening. The recomendation is
really based on the biology of the disease,
and just to tell people a little bit about
t hat .

Qur bodies control tubercul osis by
formng sonething called a granul oma. There's
a picture of that on the previous slide. And
when you give sonebody a bi ol ogic DVMARD, you

actually stop that contai nment nechanism so
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the organismthat's asleep is able to wake up
and cause all sorts of trouble. There's very
strong qui del i ne- based consensus about this.
And then in terns of, you know,
peopl e were wondering well, is there evidence
that the process of care, so just the
screening itself does anything. The cl osest
that | could find is fromour Swedish
col | eagues that have a national registry, and
they did a very clever study. And they | ooked
at the background rate of tuberculosis in
rheunmatoid arthritis patients in two tine
periods, 2002 to 2006 before there was
w despread screening, and then in 2007 and
2011, so that was sort of the background rate.
Bi ol ogic starters had a higher
rate as expected of tubercul osis, but
interestingly over tine the biologic users had
a decreased risk, so that denonstrates that
screening, which is the only intervention.
This is not a trial, this is not the regional

registry, seened to protect patients. And they
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actually went back and did a chart review in
the cases of active tuberculosis that they
found, and 16 of the 18 did not have

t ubercul osi s screeni ng docunented. So, | think
that's probably the best we're going to get in
terms of observational evidence.

The gap in care, next slide. The
rheunmat ol ogy registry data which i s based on
the PQRS neasure shows that neasuring this has
I nproved performance. W started out at 74
percent performance, and we're up to 93
percent. There were a | ot of questions about
who's currently participating in the registry,
and | just wanted to take a nonent and answer
t hat question, because | know that people had
guesti ons about that.

So, our current registry has 810
active users. There are 373 unique active
sites. There are 31,800 RA encounters, so we
estimate that there's about 5, 000
rheunmat ol ogists in the United States, and |

just told you that there's 800 active users.
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So, we don't believe that the data fromthe
RCR is necessarily representative of the
entire U S. rheumatol ogy popul ati on, and we
know t hat those practices are early adopters,
so there's likely nore roomfor inprovenent
fromour best guess. Next slide.

| just want to point out in terns
of feasibility and validity that this neasure
Is very simlar to an NQF-endorsed neasure
that was put forward by the NCQA in the area
of HIV. Their neasure reads, "Percentage of
patients aged three nonths and older with a
di agnosis of H'V or AIDS from whomthere was
a docunentation that a TB screening test was
performed and results interpreted at | east
once since the diagnosis of HV infection."
So, although the nunerator is simlar, they
actually had a | ookback period of forever,
which is really hard in performance
measurenment. But, nevertheless, that's an
endorsed neasure. W were able to test this

measure at one site, and in that one site we
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were able to cal cul ate performance. And this
had very hi gh expert panel ratings.

Pl anned uses, next slide. This
al so has been reviewed and recommended by the
Measures Application Partnership for use in
2015 CMs prograns. And this is al so programred
into our QCDR. That's all.

CHAI R CHOU: Thank you. Kim would
you be able to provide an overview of the
nmeasure and the evidence? And then we'll get

- have additional coments from Li nda.

CHAI R TEMPLETON: Sure. And as was
stated, there really isn't evidence directly
addressing this fromthe standpoint of a
random zed controlled trial on whether
patients are tested or not tested because (a)
It would pose a serious ethical issue, and you
couldn't doit. And (b) even if you could, the
nunbers that you would need in a study would
be so large that it would be an unw el dy study
to do because of the rare incidence of the

condition. So, this is sonething that the
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evidence is primarily expert opinion,
understanding the risk, as was just nentioned,
of putting sonmeone on the DMARD who has | at ent
TB that's not detected and treated initially.
So, there isn't direct evidence. However, the
consequences of sonebody activating |latent TB
if they're placed on DMARD i s so substanti al
t hat perhaps we can wai ve any direct evidence
inthis area. At |least that was part of our
di scussi on when we had our conference call.

CHAI R CHOU: Thanks, Kim

CHAI R TEMPLETON: Sure.

CHAI R CHQOU: Linda, do you have
anything to add?

M5. DAVIS: The concern was that
t he neasurenent, actually - | nean, this is
not unlike all the other neasures we've been
tal ki ng about, the actual process of
measur enment hasn't been linked to the actual
I nprovenent in outcones, but it has been
I i nked, associated to the inplenenting the

measur enent. So, by neasuring we inprove the
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testing of it, which we hope then wll be

connected to outcones.

CHAI R CHOU: Thanks. Before taking
ot her comments, | just wanted to note that,
you know, this is really a patient safety
Issue. And it's actually quite rare to have
evi dence, direct evidence that doing many of
the things we do for patient safety |like, you
know, when we start an anti-arrhythmc
checking EKGs and all this other stuff,
nmonitoring LFTs in patients who were put on a
potentially hepatotoxic drug, checking their
creatinine on sonebody who was on netform n.
There's no study show ng that those things
wor k, but our threshold when it conmes to
patient safety tends to be different than when
It comes to, you know, intervening and doing
sonet hing. And | would, you know, al so point
out that the FDA, for exanple, will pull
studi es based on case reports and things |ike
that, sonetines very few case reports. So, |

do think we ook at the evidence a little bit
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differently when we're | ooking at patient
safety issues.

Yes, Jason, do you have a comment ?

DR MATUSZAK: Two questions, and |
don't renenber reading in your guide - or the
recommendati on, but did you have a preference
as to the type of screening nethod. And did
you exclude or take into account in terns of
the sensitivity specificities, the percentage,
i f you know what | nean, like with the
Mantelle, for instance, | nean, you're talking
about sensitivity sonetinmes in the .59 range.
So, | just wanted to know how you guys deci ded
on what you were going to use, or what you
were going to | ook at, and exclusions for, you
know, people with BCGs or stuff |ike that.

DR YAZDANY: Those are really good
guestions. | can tell you that the road to
this process neasure was | ong and extrenely
pai nful, so just to be perfectly honest.

In our first version of this

nmeasure, we really wanted it to be the did you
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test, and then did you react appropriately to
what that result was? So, it was going to be

a nore conplicated nmeasure, and we really
wanted to get there. And we actually wote the
eSpecifications to be able to do that, or
tried to wite them and it just failed. So,
we coul dn't, because of the nuances in terns
of different cutoffs, and different |abs, and
different places that the results are found,
and there's just sort of problemafter problem
interns of being able to do that second step.
So, | think that that's sonething that we need
to work toward, and that's going to require
sone standardi zati on anong | aboratories in the
U.S., and assays, and just TB screening as a
field, in general.

So, therefore, this neasure, the
only thing that we could actually make work in
the current EHR environnment is just whether a
screening test was perfornmed. And peopl e that
have devel oped workfl ows to nake this work,

i ke for exanple the testing site, have a
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structured place in their EHR where this is
recorded. So, | think that's what the workfl ow
Is going to end up |ooking |ike. Does that
answer your question?

DR MATUSZAK: Kind of. And I was
just - the other piece of it that | just had
concerns about is just, you know, the
preval ence in the population that you're
| ooking at, and then the lack of - | nean,
it's a fairly good screening test to begin
with, and then, you know, if there is really,
truly a horrible outcone that can occur for
peopl e, you know, is this actually - does it
give us a fal se sense of security, does it
actual ly acconplish what we want it to, does
it actually identify these people when you're
| ooki ng at these | ow preval ences, and a
sensitivity that's not great. So, is it
acconpl i shing what you're setting out to do,
| guess would be a big thing.

DR. YAZDANY: | think those are

good points. TB screening is not perfect. You
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can have a negative PPD and actually have
active disease. You can have a negative
Quant i FERON and have active di sease. There's

a false positive rate, but we had an expert
fromthe CDC participate on the guideline
process, and these recommendations follow what
the current state-of-the-art is, limted, |
agree, and there needs to be nore work in this
area. But | think the Swedish data are really
conpelling, and it's show ng that there are
patient safety gains in an entire country. And
| think that that's probably good enough for
sonething that's sort of a devastating outcone
for patients.

DR MATUSZAK: Last piece, and |
think that you said in the previous 12 nonths
prior to starting the biologic, why not right
at the tine you're going to start the
bi ol ogi c?

DR. YAZDANY: So, this has to do
wth the conplicated way that our health care

systemworks. So, let's say that you cone in
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to see ne as a patient and | decide that |I'm
going to start a biologic on you, and | order
a PPD, and you need to have that read 48 hours
after you get the test, so that neans you

m ght not be able to cone back for it until
next week. Meanwhile, I'mfilling out a prior
aut hori zation for the biologic, and that m ght
take nmonths to conme back. So, this is based on
our qualitative experience, that if it was
done in the last year, it's good enough. And
you're going to obviously at the clinical
encounter see if there are new risk factors or
new exposures, but there's just there's all

t hese noving parts, and we didn't want to nake
It too strict.

DR ANNASWAMY: \What about enpl oyee
health testing, because this is a very commobn
enpl oyee health. Wuld the availability of
that data count falsely towards provider's
performance, and if so, if there has been a
positive test previously, that is not enough.

You' ve got to now do another test to detect
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that latent infection. So, how would you hold
the provider accountable for that?

DR YAZDANY: So, through the
consensus process we agreed upon sort of anong
t he rheumat ol ogy community that the
r heunat ol ogi sts who prescri bes the biologic
agent shoul d have docunentation of the TB
testing or in the case of a person who's not
eligible for testing because they've had a
previous result, that status docunented in
their electronic health record.

And, you know, it's inperfect,
right, because sone people will get it at an
enpl oyee health center, sone people wll get
it in their primary care office. But, you
know, as with all things patient safety we
have to have accountability somewhere, and it
seens |ike the person who's prescribing the
biologic is a reasonable place for that to
| and. So, they don't have to do it, they just
have to have it in their EHR

CHAI R TEMPLETON: This is Kim It's
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al so noted in there that, you know, if it's in
the note it may be based on patient self-
report. |Is there any data as far as how
accurate that is?

DR YAZDANY: Whet her patients
accurately report whether or not they've had
a PPD test?

CHAI R TEMPLETON: Ri ght.

DR YAZDANY: |'m sure that that
data exists but | don't know it off the top of
my head. | can try to | ook that up.

CHAI R TEMPLETON: Ckay, thank you.

DR JARRETT: Yes. Just a comment
again getting back to the utility of the TB
test, and just renenber that the CDC and nost
State Departnents of Health, if there's a TB
exposure in a hospital, that's what we use,
that's what we nmake clinical decisions on, so
this is really the state of the science, which
Is not great, but it is the best we have. And
the ramfications of not using the best we

have right now are still serious enough that
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this has to be done.

And on the self-report side, you
know, ny personal opinion is nuch |ike
enpl oyee health in hospitals, nobody is going
to by self-report, and we don't even let the
docs any nore read their own PPDs. W make
themgo to respiratory or soneplace to get it
done, so I think we have to - we may allow
PPDs to be done by sonebody el se, but there
has to be docunentation of it.

CHAI R CHOU: Yes, Linda?

M5. DAVIS: I'Il reveal ny |earning
curve on RA and DVMARDs, but this does not
apply to non-biologic DMVARDs. Ri ght? Ckay. And
| trust that that's evidence-based, and
everyt hing. Ckay.

CHAIR CHOU:. Are there other
comments or questions? | think that we should
be ready to vote on the evidence then.

M5. PHILLIPS: Ckay. We're voting
on the evidence. One high, two noderate, three

| ow, four i nsufficient evidence wth
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exception, and five is insufficient evidence.
"Il tell you when you can start. And you can
start voting now.

(Voting.)

CHAIR CHOU. | think that's 100
percent that we should nove forward. That's a
first.

Al right. Let's go on to the next
criterion. This is performance opportunity for
I nprovenent. | think Jinoos presented sone of
that data. Kim did you want to comment on
that? Dd you want to say anything el se about
this piece?

CHAI R TEMPLETON: No, this again
came up during our conference call discussion
wth the current ACR register reporting.

Al nost a 93 percent conpliance rate, | guess
that woul d be a question for the ACR
representatives. How nmuch higher do we think
this can go, and wll this perfornmance neasure
continue to drive that higher, or what would

they antici pate?
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CHAIR CHOU: | thought it was

like it went up to 93 percent after they
I npl emented it.

CHAI R TEMPLETON: Right, it went up
to 93 percent. Right? But wll this change
anything by - if we approve this neasure?

DR. YAZDANY: So, | think the best
guess that we can nake just based on the PQRS
experience and our registry, so | ess than one
in five U S rheumatol ogists participate in
that program but use of this neasure
I ncreased performance fromthe 70s to the 90s.
So, that's just - it's just an interesting
observation. And what we woul d anticipate just
based on what we know about users of the
registry who are early to adopt a |lot of these
quality inprovenent initiatives is that
performance nay be | ower in other settings,
and that the neasurenment seens to have driven
I nprovenent. So, there's reason to think that
there is additional roomfor inprovenent,

especially if there's nore w despread

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 378

I npl enent ati on.

And this is a neasure for which,
al though it's very hard to get to 100 percent,
| realize, for really anything, but the goal
for this neasure actually is 100 percent.

CHAI R CHOU: Linda, do you have
anything to add?

M5. DAVIS. | have a question,
clarification. The experience that you're
describing fromthe 70s to the 90s was in the
registry. Is that accurate? \What happened wth
PORS dat a?

DR YAZDANY: Registries used to
report PQRS data. |s that what you nean?

M5. DAVIS:. | guess | was under the
I npression they're two different physician
groups that -

DR YAZDANY: So, people use -

peopl e can report PQRS neasures outside of
the registry, but nost people actually use the
regi stry because it nakes it easier. Do you

know t he nunbers on that Rachel, |ike what
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percent age of people, rheumatol ogists use the
regi stry versus not?

M5. MYSLI NSKI: We have over 200
providers a year that use it to report.

CHAI R CHOU: Comments or questions
fromthe rest of the panel? Al right. W're
getting to the end of the day, everyone's
tired. | think we can vote on the performance
gap issue.

M5. PHILLIPS: Ckay. We're voting
on performance gap for 2522. Your options are
one for high, two for noderate, three for |ow,

four for insufficient. You may begin voting

NOW.
(Voting.)
CHAI R CHOU: Anot her 100 percent.
The next area is health care priority. | think

Jinoos already covered this. Kimand Linda, do
you have ot her things you want to add? So,
not hi ng from Li nda. Kin?

CHAIR TEMPLETON: No, | don't have

anyt hi ng.
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CHAIR CHOU: Al right. O her

guestions or coments fromthe rest of the
panel? Al right. | think we can vote on this
I ssue.

M5. PHILLIPS: And you're voting on
Measure 2522, priority. One for high, tw for
noderate, three for low, four for
insufficient. Voting starts now.

(Voting.)

CHAIR CHOU: Al right, noving
right along. So, now we're to the reliability,
validity. And | think we go back to how we
were doing it for the other trial neasures.
It's really the specifications, do we think
it's measuring the right stuff | think is
basically what we're tal king about. And |
t hi nk Jason al ready brought up an issue, is
whet her neasuring - you know, how people are
interpreting the PPD, is the PPD really the
correct measure? Do you want to follow up on
that, or have other thoughts about that?

DR MATUSZAK: 1'd let the |ead
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di scussants answer first, and then 1"l -

CHAI R CHOU. kay. Linda and Kim
do you have additional comments here? Not hing
from Li nda. Kin®

CHAI R TEMPLETON: Not hi ng, no.

CHAI R CHOU: Ckay.

DR. MATUSZAK: | think that the -

well, | guess the - let nme think for a
second. Hold on a second.

CHAIR CHOU. It was just a follow
up on what you had brought up earlier about
whet her measuring PPD is really what we want
to be doing, are there other neasures that
woul d be better for screening people, | think
is what you were bringing up before; that
there's difficulty in interpreting PPDs, that
the test itself is not perfect, et cetera.

DR. MATUSZAK: Yes. No, | think
that sunmari zes what | was sayi ng before.
There's a couple of different nethods,
obvi ously, for screening for TB. And, you

know, we don't say any one particul ar nethod,
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we don't even tal k about whether it's a two-
stage PPD, or a one-stage PPD, or anything
else like that. W kind of leave it up to the
I ndi vidual clinicians to nmake a judgnent on
that, you know, so that's part of it.

The ot her piece of it, too, is the
-- you know, even | think sone of your sites
mentioned this, again, in your feasibility. |
guess we haven't gotten to feasibility yet,
but is it really accurately portraying the
quality differences between the providers? You
know, they m ght be getting a nunber of
pati ents that have al ready been pre-screened
for other reasons or sonething el se, because
what ever it was, |ike nost of your sites
actually indicated that they felt like it
actually lost validity when it was transl ated
into a quality neasure, and that it did not
accurately reflect quality differences between
provi ders.

DR YAZDANY: So, | think that

those coments reflect sites that have not yet
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wor ked out the workflow to capture this
information reliably. W tal ked about that a
little bit before, so if you just take an EHR
that's not trying to sort of nove the patient
safety needle on this neasure, there may be
I nstances where a PPD result is scanned as a
PDF, there may instances where the Quanti FERON
was done at an outside | ab, but there nay be
- so | think that, you know, as currently
structured if you were just going to, you
know, apply this and the gold standard was,
was the test done anywhere in the health care
system then it's true that it would not
reflect accurately the quality of care that
was bei ng provided.

Now, that being said, | think that
our testing site that has established workfl ow
to get this done denonstrates that it actually
can be done, and that there is a slight
performance gap. | think that they were in the
80s. This is a research interest of mne, so

| can share with you additional data since
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this subm ssion that we did at our VA Hospital
In San Francisco, and that we did - you know,
this was a quality inprovenent project, 138
patients who had started a biologic in the

| ast year. O those, 27 percent had not gotten
a PPD that was findable through | ooking for
either a PPD that was adm nistered or a

Quanti FERON test. And of those, 13 percent
were really not conpleted, and 14 percent was
presuned conpl eted but the biologic was
started outside the VA, so we think that it

m ght have been done at sone other site. So,
we had a | ot of discussions anong the
clinicians, if the person at the VA is
prescribing the biologic, even if they're
renewing it, should the docunentation of a PPD
reside at that facility, or is it good enough
to just continue a nedication soneone el se
started sonewhere else. And | think that, you
know, for patient safety you have to avoid the
Swi ss cheese, and we decided that a redundant

systemin which the prescriber of a biologic
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has docunentation wthin their EHR woul d be
the safest strategy for patients. So, there
are feasibility issues. They want to

acknowl edge them and not mnim ze them But |
think that the vision in ternms of making

heal th care safer is to nmake the prescribing
doct or accountable by building in the workfl ow
to put it into the EHR

DR MATUSZAK: But does just the
having to have a test docunented in the EMR
actual ly nake the provider nore accountabl e?
| nmean, what's - there's no follow up
afterwards to insure that it wasn't a fal se
negative test, and that your latent TB didn't
activate, presumably. So, how do you
translate this into actually neaning that the
providers are providing better care?

DR YAZDANY: That gets back to the
original comment where, you know, | think in
the future the goal is to do the neasure
that's - we found it, and then this is what

we did about it. But we just couldn't actually
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make that work in the testing, so | understand
the desire for that. W shared it, but we just
couldn't nake it work yet. So, | think as nore
people inplenent this maybe we'll actually
through the registry or whatever be able to
figure out an innovative way to do that.

CHAI R CHOU: Mark?

DR. JARRETT: | see your point
about attribution of the quality factor to the
provider, the rheumatol ogist, but | think it
gets to the concept that we need to think not
interns of attribution, that you actually do
sonet hing, but that you've reviewed the data,
had the data, and that's the whol e purpose of
meani ngful use and transfer information is the
fact that if it does exchange, and the fact
that you docunented it and hopefully paid
attention to it if it was positive, neans that
that is a quality factor, because up until now
docunentation in the charts of what went on
any place else other than your own office, |et

alone in your own office, has been poor to
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| ess than poor. So, | think really at this
stage for Anerican health care, | think that
that actually is an attribute of quality.

CHAI R CHOU: O her comments about
reliability and validity, or again about the
test specifications? So, just follow ng up
again on one of Jason's points. So, | nean,
would there -- it seens like to ne it would
be fairly easy to require a two-stage PPD or
sone - you know, you could add sone stuff
into the neasure fairly easily, it seens to
me, but you guys just decided you can't go
t here? kay.

DR. YAZDANY: W actually really
did try. We can share those results with the
commttee if they are interested.

CHAIR CHOU: O her comments? Al
right. | think we're ready to vote on the
reliability and validity piece.

M5. PHILLIPS: Ckay. We're voting
on 2522.

CHAI R CHOU: Specifications, sorry.
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MS. PHI LLIPS: Trial neasure

speci fications, or the specifications
consistent with the evidence. One is high, two
noderate, three low, and four insufficient.
And you may begin voting now.

(Voting.)

CHAIR CHOU: So, this passes. The
next area is feasibility. Kind of touched on.
Ki m and Linda, do you have ot her comments you
want to make about this? Nothing from Linda.
Kim other additional coments on feasibility?

CHAI R TEMPLETON: There was a
di scussion, | know, what happens as we tal ked
iIf this test is done el sewhere, but it was
t hought that that could be accommopdated with
t he EHR

CHAIR CHOU. Geat. Qther comments
fromthe group? I'll just say one thing, and
that's that |'m not convinced that people read
the induration correctly, that they'll read
the redness and stuff like that, so | do think

that the likelihood of false positives is
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there, but that's a problemw th TB testing in
general, not specific to this neasure.

Al right. Do we want to go ahead
and vote on the feasibility then, if nobody
has other things - anything else to bring up?
Al right, let's do it.

M5. PHILLIPS: Ckay. We're voting
on feasibility for 2522. One is high, two
noderate, three low, four insufficient. And
voti ng begi ns now.

(Voting.)

CHAI R CHOU: That passes the
feasibility test, and now we're to usability
and use. Jinoos already presented sone data
about, you know, its inplenentation in the
survey she cited, and sone evidence about
I nprovenent in testing rates. And | think
Jason and | have both alluded to unintended
consequences. Are there other comments from
Li nda or Kinf

CHAI R TEMPLETON: One of the

coments that came up in discussionis if, you
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know, soneone has a negative TB test and is

started on a biologic, and needs to switch to
a different biologic, does the TB test need to
be repeated, or is the initial test adequate?

CHAI R CHOU: Ji noos.

DR YAZDANY: So, the eSpecs woul d
i ndicate that the initial TB test is -

there's a neasurenent year, and if a biologic
I's discovered in the neasurenent year then we
| ook back one year fromthe start of that
initial biologic.

CHAI R TEMPLETON: Ckay.

DR YAZDANY: It would not - just
to be clear, they don't need another test if
they swtch their biologic.

CHAI R TEMPLETON: Ckay. Al right,
thank you. That's it for ne.

CHAIR CHOU: So, | was just
t hi nking why woul dn't you - so, if sonebody's
been on a biologic for five years, why
woul dn't they - | nean, is there no - |

mean, can't you get TB? | nean, it's just like
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a health care worker has to be tested every
year, or whatever.

DR YAZDANY: So, at sone point,
you know, another quality neasure m ght be
that you docunent that you've assessed new TB
risk factors every year

CHAIR CHOU:. O her comments? Yes?

DR, ANNASWAMY: This is where |
t hi nk, agai n, unintended consequences coul d be
an i ssue. For exanple, the false positive test
results could be an issue, false negative test
results could be an uni ntended consequence.
This is also a safety of the safety neasure.
TB testing has adverse reactions. In a setting
of a previously unknown exposure, a TB test
can cause skin sloughing, and so - and
Quanti FERON i s preferable, so you m ght end up
causing harmtrying to mnimze harm So,
uni nt ended consequences can be a problemw th
this.

CHAI R CHOU: Jason?

DR MATUSZAK: And | think it was
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my point, too, is that |I think that you guys

actually put in here that there were no risks
of unintended - or no risks associated with
this, and | think that there could be. | nean,
you' re tal ki ng about, you know, positive test
| eads to six nonths of INH, |iver problens,
and those types of things when it m ght not
even have been a true positive test. And |
think that you do have to consider that.

But just incidently, just so |
know, if they've been treated with six nonths
of INH, can they then start on sone biol ogic,
can they do it at the sane tinme? Do they have
to wait? Wiat's the -

DR YAZDANY: That's great. So, |
want to apologize for not filling out the
uni nt ended consequences section appropriately
enough. In retrospect after everybody pointed
it out, | think there is actually nore
literature that could have been cited there,

I ncl udi ng the exact incidence of side effects

with TB therapies and all of that, so |
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apol ogi ze for that. That data is avail abl e,
and |'ve cited sone of it for you.

In ternms of safety of starting
bi ol ogi cs after TB treatnment has commenced,
the ACR guidelines, the 2012 Sing, et al
gui delines say that any tine after one nonth
of conpleting TB therapy consensus is that you
can start. Sone people wait |onger, few people
wait shorter, but that's the guideline.

CHAIR CHOU: |f there are no other
comrents, | think we can vote on the usability
and use issue.

M5. PHILLIPS: Ckay. We're voting
on usability and use for 2522. One is high,
two noderate, three |ow, and four insufficient
I nformation. Voting begins now.

(Voting.)

CHAIR CHOU: So, this passes, and |
think we're to the final vote. So, this is
whet her to recommend as suitable for a trial.
So, again, not for full endorsenent, but for

further testing. Any final coments? Al
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right, let's do the vote.

M5. PHILLIPS: Al right. Does the
measure neet NQF criteria for a trial neasure?
One yes, two no. Voting starts now.

(Voting.)

CHAIR CHOU: All right, this one
passes. So, we've got one final neasure. |
have to step out, so |'msorry about that, but
I wll see you all in the norning.

M5. FRANKLI N: Thank you, Dr. Chou.
So, that noves us on to our next measure, and
i f we can have a brief overview of the
measure. This is Measure 2523, Rheunat oi d
Arthritis.

DR YAZDANY: Great, thank you.

And, Katie, |I'lIl just you queue that up for ne
again. So, this is a neasure requiring that
patients, adult patients with rheumatoid
arthritis have a standardi zed di sease activity
nmeasur enent greater than 50 percent of the
time in their outpatient RA encounters. So, |

think it is worth it to spend just a mnute
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tal ki ng about what we nean by disease
activity, because | do think that this is a
sonewhat conpl ex concept.

This is key outcone in rheumatoid
arthritis. It's the cornerstone for advanci ng
therapy. It's the outcone that's used in all
random zed controlled trials. It's what we use
ei ther using a standardi zed form or
subjectively to advance treatnent in clinical
practice and judge the effectiveness of our
nmedi cations. And there's strong consensus t hat
this is sonething that should be neasured in
national and international guidelines. Next
sl i de.

So, what is RA disease activity?
Wll, what's interesting is that because
there's no biomarker for rheumatoid arthritis,
we don't have a bl ood pressure or henogl obin
A1C. What has evol ved over nmany decades are
t hese conposites of different values. So, for
exanple, it maght include swollen and tender

joints, inflanmation on | aboratories,
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declining or poor function. And just to give
everybody a visual representation of this
concept of RA disease activity - oh, I'm
sorry, if you could advance the slide one nore
for me. You'll see that there are six ACR-
endor sed neasures, and each contains different
conmponents. All six include a patient-reported
outcone. Sone of themal so include | aboratory
features, sone of themalso include a
provider's gl obal assessnent. And | know t hat
this is sonmewhat confusing, and I'll explain
alittle bit nore about this in just a second.
Next slide.

So, it has taken us a very long
time, and it's been an arduous process to
actually just get rheumatol ogists to agree on
what the endorsed neasures for RA outcones
should be in terns of the ACR s endorsenents.
And in this docunent, which | cite in the
materials by Jackie Anderson, citing the ACR s
endor senent process, there is a three-year

national effort to define and agree upon valid
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di sease activity neasures in rheunatoid
arthritis.

And to just give you a sense of
the scope of this work, there were 63 existing
nmeasures, and we took those through
psychonetric eval uations, and did surveys of
rheumat ol ogi sts, and saw whi ch ones peopl e
were actually using, and which ones were
feasible for use in clinical practice, which
ones actually had cut points for rem ssion,
| ow, noderate, and high disease activity so we
coul d do sone conparisons across the neasures.
So, that's how we arrived at the six neasures.
So, even though they include different
conponents, it was felt that they captured
this concept of disease activity using these
different data el enents. Next slide.

There has not been a random zed
controlled trial conparing neasuring di sease
activity to not neasuring disease activity.
What we have is random zed controlled trials

that look at a treat to target strategy, and
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it's been very interesting because over the

| ast decade, trial after trial denonstrating
that it doesn't even matter how you reach that
target, but as long as you aimfor a target it
seens to be that patients do better. And
there's new data fromthe CORRONA Registry,
again, this is this observational study with
17,000 patients in which really the only

I ntervention was neasurenent, because people
actually have to submt the di sease activity
nmeasures. And we see this really nice

I nprovenent in disease activity scores over
time.

This table shows that this is a
disparities sort of sensitive neasure, and
that disease activity is higher both at the
start of the study and later in the study in
racial and ethnic mnorities; although, over
time there was inprovenent in all groups with
nmeasuring, even though the disparity persisted
just in terns of the absolute |evels. Next

sl i de.
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A mgjority of rheumatol ogists
don't routinely nmeasure disease activity in
clinical practice. And in the nost recent
study at Brigham you know, one of our
academ c institutions we found that only 29
percent of the tine was one of these
st andar di zed neasures actually used in
clinical practice. Next slide.

This is anot her thing where
al t hough there was concerns about
i npl ementation of workflow, all of the testing
sites were able to inplenent this over a
period of weeks. And I'I| just point out that
there's a range of options, so sone of these
nmeasures require that there's | aboratories
avai l able at the point of care, not everybody
IS going to be able to inplenent that. Sone of
t hese have only a patient-reported conponent,
so for sites where the workfl ow i npl enentation
m ght be a challenge, that's an option, so
|l eaving that flexibility was really inportant.

Next slide, the planned uses. This
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nmeasur e has been reviewed and recomended by
MAP for use in 2015 CVS prograns. It's al so
programed into the registry. And this is the
one neasure that CM5 is actually working on to
I ncl ude i n neani ngful use Stage 3. They've
contracted with Mathmatica Policy Research to
devel op this neasure. Mathmatica has been
consulting with the ACR, and they've agreed
that these six disease activity neasures
shoul d be the base of this nmeasure as we work
towards a strategy of outcones neasurenent.

Al t hough, | think that they agree that it's
hard to do that right. And I'Il stop right

t here.

M5. FRANKLI N: Ckay, thank you. So,
our |l ead discussants for this neasure are Puja
Khanna and secondary is Marcie Harris Hayes.
And, also, | wanted to check and see if | have
Kim Tenpl eton still on the |ine?

CHAI R TEMPLETON: Yes, | am

M5. FRANKLIN. And, | also wanted

- if you wanted to help facilitate this,
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pl ease feel free to do so. | wanted to give
you that opportunity.

CHAI R TEMPLETON: Thank you. |
appreci ate that.

M5. FRANKLIN: O her than calling
on people, which I can do.

(Laughter.)

M5. FRANKLI N: Thanks, Kim

CHAlI R TEMPLETON: Sure.

DR. HAYES: So, actually I'm going
to take the ball on this one, and Puja is
going to step in to save ne when needed.

So, Jinoos did areally nice job
of basically doing what |'m supposed to do
next, but I'll just try to point out a few
t hi ngs.

So, this is a process neasure at
the clinician | evel. And, again, the
description of the nmeasure you have up on the
slide. | think she represented it nicely. As
far as the evidence is concerned, she also

presented that, as well. And fromthe Wrk
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Goup neeting we felt that the evidence to
support the actual process itself is not
avai |l abl e, but the evidence to support tight
control of disease activity was strong and
appropriate, we felt. Dr. Khanna, do you want
to add anyt hi ng?

DR KHANNA: One of the things that
was brought up, Jinoos, was one of the nenbers
t hought why was the cut off of 50 percent of
the patients used? So, if you can el aborate a
little bit on that, | think that woul d be
hel pful to the group

DR YAZDANY: So, although it seens
sonewhat arbitrary, we based that on a couple
of things. The first thing, and perhaps the
nost inportant factor is that we have a range
of adoption of this in the U S. health care
systemright now. And there are facilities,
Geisinger is a wonderful exanple, that have
i npl emented this workfl ow over the period of
a nunber of years, so they really had tine to

sort of test this and inprove. And it's
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interesting to see that performance at those
sites is not 100 percent, nor are they aimng
for it to be 100 percent. And the reason is
that there nay be instances where a rheumatoid
arthritis patient is comng in foll owup where
they just need an injection, or they have an
acute issue, and you don't need to do the
whol e di sease activity assessnent. So, this
provi des room for those instances where peopl e
don't need to have a full evaluation, which
cones up not infrequently, and sort of
enpirically based on evidence ruling this out.
The other piece of this is that |
think health care is nessy, so asking for a
conplicated workflow to be done at every
single visit when, you know, the patient nay
not want to do it, and the MA may not be able
to give themtheir patient-reported outcone to
fill out, that's a really, really high bar
But if you're at 50 percent, it neans that
you're doing it nost of the tine. And we felt

like that was - i1t's actually really pushing
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the field forward, but not being unreasonabl e.
So, anyway, that was the justification for the
greater than 50 percent.

CHAI R TEMPLETON: Any ot her
guestions or coments?

M5. FRANKLIN: Marcie had a
guestion, and then - Thiru?

DR, ANNASWAMY: The neasure
wor ksheet summary of all the Work Goup calls,
t he assessnent of evidence is all over the
pl ace. What is the summary of the assessnent
of evidence by the | ead di scussants?

MS. FRANKLI N:. Marci e.

DR. HAYES:. So, | can address that.
So, when we went through the work - as we
wer e goi ng through the process up to our first
neeting we weren't really certain about how to
judge the evidence when it wasn't - the
evi dence wasn't directly neasuring the
process. So, it's ny understanding that those
i ndi vidual s that rated the evidence | ow, they

were basing it on there isn't evidence,
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evi dence hasn't been given on the specific
process neasuring this to all does it affect
out cones? That's ny understandi ng. The Wbrk
G oup can junp in and -

DR. KHANNA: That is correct. So,
i f you want a straight answer, the evidence
supporting this neasure is strong. But it's
just that we needed a little bit nore
clarification on how the evidence was derived.

CHAI R TEMPLETON: Does that answer
your question?

DR, ANNASWAMY: Yes, Kim Thanks.

CHAIR TEMPLETON: All right,
t hanks. Any ot her questions or coments?

M5. FRANKLIN: | don't see any
around the table either.

CHAI R TEMPLETON: So, are you ready
to vote on the evidence?

M5. PHILLIPS: So, we're voting on
the evidence for Measurenent 2523, one high,
two noderate, three |ow, four insufficient

evi dence with exception, and five insufficient
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evi dence. And hang on just one second. Ckay,
voti ng begi ns now.
(Voting.)

CHAI R TEMPLETON: So, it sounds
i ke we have enough to proceed.

M5. FRANKLIN: That's correct.

CHAI R TEMPLETON: Al right, good.
Now, |'Ill turn back over to | ead discussants
on gaps in care and opportunities for
I nprovenent .

DR HAYES. So, the devel opers
provi ded sone information on perfornmance
scores that they neasured three different
entities, and there was vari abl e performance
in nmeeting this criteria that ranged from 35
to 61 percent. They al so reported on sone data
through the ACR s Cinical Registry to show
that there was sone inprovenent from CY 211
43 percent up to 54 percent in 2012, so it
appears there is a gap and that it could be
I nproved.

CHAI R TEMPLETON: Ckay, great. Any
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ot her comments or questions? Okay. Sounds |ike
we're ready to vote on gaps in care at this
poi nt, opportunities for inprovenent.

M5. PHILLIPS: Okay. Measure 2523,
performance gap, one high, two noderate, three
| ow, four insufficient. And the voting begins
NOW.

(Voting.)

CHAI R TEMPLETON: Ckay. Mbving on
to priority, and turn it back over to the | ead
di scussants on priority.

DR. HAYES:. For priority it |ooks
like the Work Goup rated it at noderate or
above. National Priorities Partnership, as
menti oned before, has listed RAis one of the
top 20 hi gh-inpact conditions.

CHAI R TEMPLETON: Ckay. Any further
comrents or discussion regarding priority?
Ckay. If not, we can go ahead and vote.

MS. PHI LLIPS: Measure 2523,
priority. One is high, two noderate, three

| ow, four insufficient. Voting begins now.
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(Voting.)

CHAI R TEMPLETON: Ckay, wonderful .
Move on to reliability and validity. Turn this
back over to the | ead di scussants.

DR. HAYES. So, we are - this is
for endorsenent. Right? So, we will go through
these steps. So, for reliability, again, this
Is an eMeasure, so we are to look to validity
to make our assessnent about reliability. Is
that true?

DR PACE: Right. They did validity
of the data elenents which is acceptable.

DR. HAYES: Ckay.

DR. PACE: And we'll use those
results for both the reliability and validity.
They did the agreenent between the eMeasure
data and instruction.

DR. HAYES:. So, validity testing
simlar to what was reported previously, they
tested it in three different ways. Perfornmance
nmeasures for validity where they abstracted

data fromrandomy sel ected records. The
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second was critical data elenment validity.
This is the part where | struggled with a
little bit because the validity |'"'mused to is
very different than this validity, so help
wal k me through this.

And then, also, systematic
assessnent of face validity, which there was
strong face validity based on expert opinion.
And then - and part of the validity neasure
that did denonstrate it that sites actually
did performdifferently wth the neasure;
however, there were sone questions raised
about how specifically you can denonstrate how
each site perfornmed differently.

CHAI R TEMPLETON: Any addi ti onal
comments or questions, discussion?

DR PACE: So, I'll just answer
your question about why this is at |east
t hought of as validity, is that for sone of
these neasures if you're | ooking at the data,
the question is are the data the correct data?

So, typically, we've seen this with clains
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data. So, the question is when you | ook at
clains data, is that - if you would conpare
that to "the authoritative source," which
woul d be the nedical record, would you get the
sane result? So, we typically have seen this
kind of analysis with clainms data often
reported as sensitivity and specificity rather
than CAPAs. So, that has - that kind of
concept has been extrapolated in this eMeasure
envi ronment where you're | ooking at eMeasure
-- data that's pulled using the eMeasure

speci fications, and conparing it to data that
woul d be abstracted fromthe entire nedical
record. So, in one place you' ve got a conputer
program pul ling the data and conputing the
performance neasure, and you're conparing that
to sonme human actual ly going through the whole
record to looking for the data to see if
they're convergent. And that's, you know,
maybe not totally satisfying, but it's kind of
where we're at right now wth eMeasure

testing. So, if anyone has better ideas, |I'm
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sure all the neasure devel opers would | ove to
hear it and so would NQF. So, that's kind of
where things are in terns - so, it's really
the concept of that data being used in the
nmeasure conpared to the authoritative source,
which in this case would be really having
access to the full record, not just what the
conputer programis dealing wth.

And just to remnd - sane as our
| ast conversation, because these are tested at
the data el enent | evel according to our
al gorithmthe highest rating is eligible, four
I's noderate. And that would be for both the
reliability and validity, because even though
they' ve done face validity, we don't bunp it
up because of doing face validity.

CHAI R TEMPLETON: Any addi ti onal
comrents or di scussion?

DR KHANNA: So, if | may, this is
Puja here. The CAPA was reported as .81 so
that's pretty decent.

CHAI R TEMPLETON:. So, we're ready

Neal R Gross and Co., Inc.
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to vote on reliability?

M5. PHILLIPS: Voting on
reliability for 2523. One high, two noderate,
three low, and four insufficient. Voting
begi ns now.

(Voting.)

CHAI R TEMPLETON: Ckay, thank you.
Di scussion on validity, any further discussion
on that?

M5. FRANKLI N: None here in the
room

CHAI R TEMPLETON: Ckay. Let's go
ahead and vote on validity.

M5. PHILLIPS: Voting on validity
for 2523. One high, two noderate, three | ow,
and four insufficient. And voting begi ns now.

(Voting.)

CHAI R TEMPLETON: Ckay, great.
Thank you. Now, turn the discussion back over
to the | ead discussants on feasibility.

M5. FRANKLIN: So, for feasibility

I think we've already kind of tal ked about

Neal R Gross and Co., Inc.
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sone of the feasibility issues here, so Zo
menti oned sone earlier. So, those are the only
comrents that came up with the Wirk G oup

CHAI R TEMPLETON: Ckay. Any further
comrents or discussion regarding feasibility?
Ckay, we can go ahead and vote on feasibility.

M5. PHILLIPS: Feasibility for
2523. One high, two noderate, three | ow, four
insufficient. Voting begins now.

(Voting.)

CHAI R TEMPLETON: Ckay, great.
Thank you. And then usability and use, again
we'll turn back over to the | ead discussants.

MS5. FRANKLIN. For wusability and
use, sone of our previous comments have been
addressed already during this discussion. And,
in general, the Work Goup had no mj or
concerns.

CHAI R TEMPLETON: Ckay, great.

M5. FRANKLI N: O her than what
we' ve al ready di scussed.

CHAI R TEMPLETON: Any ot her

Neal R Gross and Co., Inc.
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comments or di scussion regarding usability and
use? Ckay, let's go ahead and vote on that.

M5. PHILLIPS: Ckay. We're voting
on usability and use for 2523. Your options
are one high, two noderate, three |ow, and
four insufficient information. Voting begins
NOW.

(Voting.)

CHAI R TEMPLETON: Ckay, great.
Thank you. Any other comments or discussions
on 25237 If not, | guess we'll proceed to
voting on the neasure overall.

M5. FRANKLIN: There's none in the
room

CHAI R TEMPLETON: Ckay. Al right.
Let's go ahead and proceed with the vote then.

M5. PHILLIPS: Ckay. We're voting
for overall suitability for endorsenent for
2523. Your options are one for yes, and two
for no. And voting begins now.

(Voting.)

CHAI R TEMPLETON: Ckay, great.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

Page 415
Thank you.

M5. FRANKLIN: So the neasurers
passes and that concl udes our neasure review
process for today. But at this tinme, we want
to open the line for public comments or
comrents in the room

OPERATOR: At this tine if you
would i ke to ask a question please press *1
on your tel ephone keypad. There are no further
comments at this tine.

M5. FRANKLIN: Al right. So,
hearing none |1'd like to thank the Commttee
nmenbers and the devel opers for a very
productive day, and we | ook forward to seeing
you tonorrow norning at 8:30 for breakfast, 9
a.m we'll start with the neasure eval uation
again. Tonorrow we'll also be addressing
har noni zati on i ssues, as well as goi ng around
the table to discuss gaps scenarios that we'd
like to see future neasure devel opnent.

|"d also like to thank you, Kim

our Co-Chair for being on the |ine and hangi ng

Neal R Gross and Co., Inc.
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In there all day.

CHAI R TEMPLETON: Thank you. |
appreciate it.

M5. FRANKLI N: And thanks to Dr.
Chou in absentia. Wth that, I'll give you
sone tinme back. We finished early.

DR. DANI ELS: Shoul d we | eave our
clickers and our nane tags just here?

M5. FRANKLI N: Yes, please |eave
everything here except your conputers.

(Wher eupon, the proceedi ngs went

off the record at 5:04 p.m)

Neal R Gross and Co., Inc.
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CERTIFICATE

This is to certify that the foregoing transcript

In the matter of: Mysculoskeletal Measures Standing
Committee

Before: poF

Date: (05-07-2014

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.

Court Reporter

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
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