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PROCEEDI NGS
(8:26 a.m)
Openi ng Renar ks

DR. THROCKMORTON: Good norni ng, everybody.
I'"mgoing to sit down this norning rather than stand
up. | hope that's all right. W mght as well go
ahead and get started. | think we've got nost of
t he people for the open public hearing. W' ve got
the nanmes. We'lIl neke sure that no one is left out
t here.

| hope everyone had an interesting
afternoon. | thought it was a great day yesterday,
the nmorning setting the stage, giving sone
i nformation, and then the afternoon, two really
l i vely di scussi ons about where the FDA, where
federal educational efforts fit into the broader
efforts that I know we're all working on.

| don't know if you heard the news
yesterday. Along the thene of broader efforts
ongoi ng, the governors of Maryland, Virginia, and
the mayor of D.C. nmet yesterday, also. | couldn't

find it on the news in print, but the radio said
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t hat they agreed to share their PDWP data. People
in the audi ence who know nore about those things

than I do woul d know whet her --

( Appl ause.)
DR. THROCKMORTON: -- how far away they are,
but that's good news, | think, for all of us. So

again, just lots of efforts, both in the
educati onal space, in other areas to address this.
I thought that was a good piece of news.

Mary, should we go ahead and get started, or
do you want to wait a m nute?

Ckay. Wiy don't we then go ahead and get
started. You guys want to introduce yoursel ves,
pl ease?

DR. AUTH: Doris Auth fromthe D vision of
R sk Managenent in CDER

DR. MANZO  Good norning. Caudia Manzo,
director, Ofice of Medication Error Prevention and
R sk Managenent in CDER

M5. TOGO Terry Toigo, associate director
of Drug Safety Operations in CDER

Open Public Hearing
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DR. THROCKMORTON: All right. Wth that,
why don't we go ahead and get started on the second
open public hearing for this. Again, appreciate
all of the comments that people are going to nake.

"Il just start at the top. Dean Beals is
the first speaker

MR. BEALS: Good norning, and thank you. As
you said, ny nane is Dean Beals. |I'mthe president
and CEO of DKBned. We're a New York-based nedi cal
educati on conmpany. Thank you for allow ng ne the
opportunity to speak today.

| wanted to disclose that we have been
awar ded several opioid REM5S grants in partnership
with the Postgraduate Institute for Medicine, the
Practicing Cinicians Exchange, and Johns Hopki ns.

Under the Get Smart noni ker, we've devel oped
18 live neetings, a hone study program webcasts,
online learning, and nost recently a smartphone app
for 10S and Android. W have educated over 4800
clinicians. Last tine, | spoke about our live
prograns; this tine, 1'd |like to speak briefly

about our smartphone app.
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We took all the conponents of the blueprint,
and we put theminto the app, and we custom zed it
for a nunber of different specialties. The app
uses text, video, short quizzes, interactive
features, and in-app rem nders to keep | earners
engaged. Since |aunching, we've educated about
1700 clinicians via this nobile app.

By all neasures, it's been successful. Mre
t han 70 percent of participants indicated that they
have nmade changes in their practice. Many
commented on the utility of the format, and one
said, "This is a very inportant topic, and this app
I's an outstanding way to teach. Bravo."

l'd like to spend the rest of ny tinme
di scussi ng sone recomended chal | enges from our
perspectives as well as inprovenents. First, |et
me say that | commend the FDA and everyone in this
room for supporting these efforts. As we heard
yesterday, this is an enornobus, enornous problem
that will take all of us working together to solve.

| al so commend the FDA for considering the

addi tion of short-acting opioids. That so, we do

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

have to be m ndful that this could | engthen the
curriculum and I'll talk about that in a nonent,
and we need to carefully manage that.

Despite our success, we all recogni ze that
t he supported activities have not yet achi eved the
I nt ended nunber of learners, and | think this is a
result of three issues: nunber one, the | ength of
the curriculum nunber two, the FDA's definition of
a conpleter; and three, as we tal ked a | ot about
yesterday, the | ack of an educati onal nandate or an
I ncenti ve.

Wiile the FDA blueprint is incredibly well-
witten and thorough, it is sinmply too long. It
t akes between 3 and 4 hours in a live neeting
setting, sonewhat less if you do it on an app or
sone other nobile platform At first glance and I
haven't reviewed it in detail, but the draft
bl ueprint really seens to be a step in the right
direction to sinplifying that.

Secondly, and this is really inportant, just
because a participant is not an opioid prescriber

today, it does nean that they won't be tonorrow, or
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I mportantly, having an inpact on patients who take
opi oids. Many of our |earners were not prescribers
but decided to participate anyway. Wiy? Because
they think it's really inportant.

Finally, there were many di scussi ons
yest erday about mandating educati on via REMS, state
boards, the DEA, or sone other nechanism There
were al so tal ks of incentives. Wile other
approach would likely increase participation, we do
need to be m ndful not to inadvertently cause
providers to opt out of treating their patients’
pain. That would be a serious disservice.

In sunmmary, |1'd like to recommend shortening
the blueprint; carefully expanding the education to
i ncl ude short-acting opioids; thoroughly and
t houghtful ly nandati ng or incentivizing education;
redefining a conpleter to include anyone achi eving
conpetence; and finally, continuing to support a
vari ety of innovative learning platforns so that
the CVE community can spread this inportant and
| i fesavi ng educati on. Thank you very nuch.

DR. THROCKMORTON: Thank you very nuch.
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Pat deCost a.

DR. deCOSTA: Good norning. |'m Pat
deCosta. I'ma clinical pharmacist by training and
experi ence, and | appreciate this opportunity for
maki ng a public conment.

The requirement of REMS to have regul ar
assessnents to evaluate whether a REMS i s neeting
Its goals or needs changes is working in this
situation as the current REMS for ER/ LA opioids did
not neet education goal s.

At first glance, the next step does appear
to be to update the REMS requirenments to nandatory
prescri ber training. However, the original
concerns voi ced years ago regarding the resulting
burden of such a REMS on a class of drugs that
produces i ncredi ble prescription volune now becones
rel evant agai n.

We need to ask oursel ves what have we sol ved
in all these years of noney and tinme spent if we
sinmply now nove to the mandatory requirenent for
prescri ber education without including tools to

support that prescriber in practice.
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Wiile | believe that education of
prescri bers would be beneficial, and while |I agree
that there nust be sone burden on the healthcare
system when bal anci ng patient safety, |I'mnot sure
that a plan for mandatory education alone w |
produce the results the industry, the public, and
patients are ultimately |looking for. |In five years
fromnow, wll we find ourselves back here asking
what have we solved in all these years of npbney and
time spent?

The prescriber-reported barriers for
applying the REM5S CE i nformati on | earned remain,
which are insufficient tine during clinical
encounters, patient nonconpliance, and patients
continuing to identify new ways of drug-seeking
behavi or not addressed in the training.

O those who' ve conpl eted training,
prescri ber surveys indicate know edge gaps
regarding initiation, nodification, and
di sconti nuati on of opioid therapy, and further
education of doctors wll I|ikely not address

i1l egal transfers of opioids frompatients to
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others or the msuse that is driving this epidem c.

A recent IMS study indicates that a
prescri ber or pharnmacist intervention is only
required 7 percent of the tine when controll ed
subst ances are being prescribed. Wile education
I's inportant, workflow solutions such as DUR,
support the education that pharmacists and
prescri bers have received and facilitate a rem nder
of the education at the nonent they need it.

Can we take a cue fromthe current
heal t hcare ecosystem for our next steps? In ny
early years as a pharnmacist, | benefitted from DUR
conputer software to conpl enent and even enhance
t he capacity of ny clinical know edge as | had to
nmeet the demands of ny di spensing role.

DUR has evolved fromits initial goal in
1990 of reducing Medicaid fraud and can now conpare
and anal yze varying drug use criteria with both
pharmacy and nedical clains to identify potenti al
drug therapy probl ens.

Simlarly, designed technol ogy-based | ogic

that interprets patterns of drug use in relation to
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predeterm ned criteria in order to prevent or
m nimze i nappropriate prescribing can hel p address
this epidemc wthout adding significant burden to
the entire healthcare system

Remenber that some of these people started
out as patients whose goal was to nmanage their
pai n, and they're now struggling to manage their
addi cti on because there was no nmanageabl e fail safe
for their heal thcare provider.

As clinicians and as the public
organi zations tasked wth public safety, we should
t hi nk about the tools already avail abl e but
under| everaged that can alter the steps between
appropriately prescribed opioids and its future
illicit msuse. Thank you.

DR. THROCKMORTON: Thank you very nuch.

Lynda Marti n.

M5. MARTIN. Hi. Good norning. |'mLynda
Martin. I'man RN. |'mthe director of clinical
operations and also Premer, Inc's hospital
I mprovenent innovation network, and we thank you

for the opportunity to represent Premer, Inc. here
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t oday.

Premier is a nenbership organization with a
| arge national footprint across the nation. W
work with nore than 3, 750 hospitals, hundreds of
t housands of clinicians, and 130, 000 ot her sites of
care across the country. Together w th our
menbers, we transform healthcare fromthe inside
out by devel oping solutions to address the nost
pressi ng needs of patients, providers, and
suppliers.

We have denonstrated tinme and again that we
can neasurably inprove patient outcomes while
safely reducing the cost of care on a | arge scal e
t hrough col | aborative activities across our nenber
pr ovi ders.

Today we want to encourage the FDA to
consider four things that could hel p change how
heal t hcare providers are educated and how t hey
treat patients using pain nanagenent and safe use
of opi oi ds.

First, we feel that best practices currently

exist to train providers to effectively use
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alternative pai n nanagenent techni ques. However,
t hey need to be further tested in real world
settings.

Second, we would like to encourage the FDA
to consider partnering with other organi zations
such as Prem er for use of technical and adaptive
approach and way of di ssem nating best practices
anong provi ders and non-providers across the
country in care settings and supporting the
I mpl enent ati on of those practices on a | arge scal e.

Third, we would |ike to encourage the FDA to
t ake advantage of existing data sources and utili ze
additional registry platforns to nonitor opioid use
and neasure the inpact of inplenmenting best
practices.

Fourth but not least, we would like to
encourage the FDA to include a patient-centered
approach to training and education that invol ves
the patients as partners in their care in order to
pronot e nutual understandi ng and expectati ons of
t he pai n managenent treatnent plan and to increase

pati ent conpliance with sel f-managenment and to
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decrease opi oid m suse.

Qur experience at Prem er has shown t hat
this nmethodol ogy is very effective in inproving
care for patients regardless of the setting. As an
exanpl e, we have been nonitoring the use of
nal oxone reversal anpbng acute inpatients with
opi oi ds adm ni stered during their hospital stay.

We' ve al so been nonitoring opioid-rel ated adverse
drug events per 10,000 patients with our current
data sources for one of the coll aboratives we are
running on opioid safety.

We have found this to be an effective way to
I dentify organi zations that are doing things well
as well as identifying those that have
opportunities for inprovenent. W subsequently
then work with themto provide education to
provi ders and non-providers, inplenent best
practices, neasure to track progress, and then help
use these results to nonitor and refine action
pl ans to cl ose the gaps.

To date, we have seen inprovenent. However,

we still feel there is nmuch nore to be done. So
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once again, on behalf of Premier, we thank you for
this opportunity and | ook forward to being a part

and bei ng supportive of this inportant work. Thank

you.
DR. THROCKMORTON: Thank you very nuch.
Thomas Ber ger.
DR. BERGER: Good norning. Thank you. My
name is TomBerger. |'m executive director of the

Vet erans Heal th Council for Vietnam Veterans of
Aneri ca.

The FDA, general public, and governnent
| eaders are rightly concerned about our nation's
continuing opioid abuse epidem c, especially as it
has been related to the high rates of suicide in
our veterans' community, particularly anong ol der
vets 50 to 65 years old. But we cannot all ow abuse
concerns to restrict veterans' access to the
hi ghest quality nedications and the heal thcare
needed to relieve their chronic pain. And | would
rem nd everyone that | ess than 40 percent of the
veterans' conmmunity seeks their healthcare or their

prescriptions through the VA, so it's all of us
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that are involved here.

It's tinme for the FDA to take decisive
action to ensure that all opioids prescribed, both
I medi at e- and ext ended-rel ease versions, contain
abuse-deterrent formul ati ons. Taking such action
means denyi ng approval of new products that do not
cont ai n abuse-deterrent properties.

However, Vi etnam Veterans of Anerica al so
bel i eves that educati on of both physicians and
patients, as well as a better coordination anbng
PDWPs, are all common-sense actions that can take
pl ace now, which could mtigate the public and
societal health risks associated wth opioids.
Thank you very nuch.

DR. THROCKMORTON: Thank you.

Larry Twer sky.

MR TWERSKY: H . |I'mLarry Twersky, CEO of
TimerCap. TinerCap is a cap that lets you know t he
| ast tinme you took your nedication.

We agree that there needs to be tools, that
the patients need tools to nanage their nedication.

It's been said and known that what gets neasured

A Matter of Record
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gets nanaged. Today, patients don't have the tools
they need to neasure. Currently, all opioids cone
in a cap that was devel oped in 1970 for

child-resi stant packaging. That is what's
currently available to patients today.

When they're already inpaired on opioids and
al ready cognitively disoriented, to try to get them
to take their nedication correctly, they need
sonething like a tiner. W have a tinmer that talks
to a snartphone or just a sinple tiner that lets
peopl e know the last tine they took their neds.

Patient safety and safety of people take two
forms. One, patient safety, you need to neasure
the tinme in between the doses so you don't
accidentally overdose, nonitor it so you don't get
behi nd the wheel, and neasure it in the bottles
that they are dispensed in. W're already in every
CVS and Rite Aid. That hel ps the patient take
t heir medi cation better

When | hear stuff like let's give people
nal oxone right away, we m ssed a step of hel ping

peopl e manage their own pain. G ving people that
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plus a tracker formto nanage what their pain |evel
is and what they're doing help patients nanage
t heir nmedi cati on.

We can't expect that the caregivers are
going to go in and, wth one m nute out of the
seven that they're going to spend, have the ability
to actually make a difference. Then we need to
take care of household safety which is we need to
det ect unwant ed openi ngs, deter unwanted openi ngs,
and di spose of unneeded nedi cati on.

Since the TinmerCap resets every single tine,
it's a detection tool to the exact m nute when
peopl e have been in your nedication. It's a
deterrent because sonebody could know t hat, and
t hen you need a di sposal .

If it was sonething that was co-prescribed,
an anti-abuse prevention kit when opioids are
di spensed with such tools that hel p neasure,
noni tor, and nmanage nedi cati on and hel p di spose,
such as the doTerra or other tools, that a pharmacy
who already has the ability to schedul e things such

as a 30-day recall could schedule a 30-day recall
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to |l et people know to di spose of their medication.

We're advocating that the pharmaci es do nore
wor k, considering that you have 1.5 mllion
prof essional s that need to be trai ned, have a
transfer know edge, and it's the only medi cation
t hat we have to change the behavior of the patient
where we've been telling themto take their
nmedi cation, finish their nedication, conplete their
medi cation, to not finish it, only take it when
needed. And we have to change the behavi or and
give themtool s because nost people do not know
they're getting an opioid because it's called
sonet hing different.

So we're hoping that we can provide the
tools to the patient at the pharmacy as opposed to
spendi ng noney on know edge transfer that nay or
may not get to the patient. W need to provide
those tools to them Thank you.

DR. THROCKMORTON: Thank you very nuch.

Andr ew Rosenberg.

MR. RCSENBERG  Good norning, pleasure to be

here with you this norning. M nane is Andrew
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Rosenberg, and |I'm here representing the CME
Coalition. |It's an advocacy group representing
about three dozen CME st akehol ders from across the
spectrum of educati on provi ders, supporters, and
physi ci ans.

As you know, CME is critical to educating
prescri bers about the risks inherent in opioid
nmedi cati ons and the success of the REMS program
Under REMS prograns, the FDA reviews and approves
prograns devel oped by drug sponsors, and heal thcare
prof essional s nust then heed the programrul es.

In order to ensure that healthcare
prof essional s understand the rules as well as the
roles in maki ng sure that the rules are followed,
CME courses are essenti al.

There have been nunerous studies done as to
t he effectiveness of CME. Over the course of 39
systemati c revi ews published between 1977 and 2014,
the overall inpact has been settled. CME courses
can nore reliably change heal t hcare professionals’
knowl edge and conpetence and their performance in

pati ent heal th out cones.
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CME courses accredited by the ACCME have
stringent criteria and standards that nust be net.
In 2010, a prescriber education working group
stated that the stakehol ders and t he working group
reconmend that the REMS prescriber training be
desi gned to exceed the goal of traditional CME
met hods and i nstead aimto denonstrate optim zed
practitioner performance and i nproved pati ent
out cones.

As such, the ACCME has worked to streaniine
and align CVME's purpose with the ideas of the
wor ki ng group and the needs of practicing
physi ci ans.

Today the types of CMEs offered for REMS
I ncl ude general information about the use of
opioids to aid in patient selection and counseli ng;
specific informati on about the individual drugs in
the class; and infornmation on how to recogni ze the
potential for and evi dence of addiction,
dependence, and tol erance.

CME as part of REMS is hel pful to

practitioners because the FDA controls the needs
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assessnent and content requirenents, and because it
encour ages evi dence-based debate on ri sk versus
benefit.

ACCME- accredited CME is especially hel pful
because the scope of evaluation of effectiveness is
actually neasured in one of three inportant ways:
change i n conpetence, change in performance, or
change in patient outcones. This helps to evaluate
how wel | physici ans understand the REMS and t he
effects of opioids on their patients.

Movi ng forward, we believe the FDA should
continue to rely on accredited CME as a vital tool
I n prescriber education in the opioid space. The
strength of CME is that it can produce nyri ad
educational activities that are targeted to
physi ci ans based on their professional practice
gaps, individualized needs, and stages of | earning
and change. Added flexibility wll allow
prescri ber education to better address individual
prescriber's education and practi ce needs.

In addition to REMS, several governnent

agenci es have al so been hel ping to educate

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

25

physi ci ans on the dangers and special care of the
pati ents who have been prescri bed opi oi ds need.
We're encouraged that the FDA sees efficacy CVMS as
a val uable tool in conmbating the opioid epidem c.
Qur nenbers have devel oped hundreds of hours of

I nnovative and creative pain education prograns and
have delivered themto hundreds of thousands of
physi ci ans.

Finally, as an incentive for prescribers to
participate in opioid REM5, we recomend that the
FDA encourage CMS to include opioid REM5S as an
i nprovenent activity in the quality paynent program
NIl PS. Thank you very nuch

DR. THROCKMORTON: Sorry, trying to type
that last bit down there. Thank you very nuch.

James Anderson.

DR. ANDERSON:. Thank you. | am Janes
Anderson. |I'mreally glad to be here. [|I'ma PA
physi ci an assistant, and |'m a nenber of the
Anerican Acadeny of PAs. |'malso the president of
the specialty organi zation wthin the AAPA call ed

Soci ety of PAs in Addiction Medicine. | work in
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opiate treatnent. | work at an OTP in Seattle
cal l ed Evergreen Treatnent Services.

One of the challenges | see is sonetines the
| ack of taking advantage of all the resources that
are out there. | think the Mbs and PAs and ot her
clinicians are a little overwhel ned by all the
gui del i nes avail able. So nmany of them are of such
high quality, but | think that sonetines the PAs
and MDs aren't still looking at them and that's a
conundrum | think for this whol e problem

' mon the Washi ngton State Medica
Comm ssion, and |I' msurprised at when peopl e cone
to us and are in the mddle of discipline, how nany
of them have not ever actually accessed any of
these tools. It's |like they don't know t hey exi st.
| don't know what's | acking as far as reaching
them but a lot of themjust are not bei ng reached,
and that's a probl em

There is al so a great expansi on of
resources. For exanple, | was on the Federation of
State Medi cal Boards group that revised the

gui delines recently, and I think they're an

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

27

excellent tool. But they're just one of many, and
sonetines they're just lost. |I'mnot sure howto
best address this, but it's a problem

| do support expandi ng REMS to acute and
peri operative pain. One exanple of how this can be
done is in the state of Washi ngton, the AVMDG Pain
Cui del i nes done by a state group, the Association
of Medical Directors, and it started off as just a
gui deline available to people. It focused on
| ong-acting and chronic pain, but nowit's been
expanded to acute and perioperative. | think it's
a nice format and a nice role nodel for how that
coul d be done. | encourage everybody to take a
| ook at that, if you wll.

' mal so very puzzl ed and concer ned,
particularly because | work in opiate treatnent,
with the correlation or is there a correlation

bet ween decreased prescribing of opiate nedications

whil e heroin use i ncreases. | knowit's difficult
to know, well, is it because of that; is it
happeni ng for sone other reason. But | do think we

as a profession need to get a better | ook at that
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and get a handle on that because it's very
perplexing. |It's hard to think that there's not a
connection there, but it's hard to neasure as wel|.

Finally, let's say that one of the
chal | enges for ny patients in opiate treatnent
program patients who nostly use heroin, is that
t hey cannot get their pain treated. They'll go to
have sone teeth renpoved, and they'|ll be told you
don't need nedi cati on because you're on net hadone,
sonetines just because of stigma, sonetines just
because of i1ignorance. The sanme thing wll happen
for IND. They'Il either get no nmedication or be
under nedi cat ed.

My patients really bear the brunt of sone of
t he uni nt ended consequences of the restriction of
opiates, so that's sonething |I think about every
day. Thank you very much. I'mglad to be here.

DR. THROCKMORTON: Thank you very nuch.

Joseph Brence.

DR. BRENCE: Hello. M nane is Joseph
Brence. | am a doctor of physical therapy and

educator, and | represent the interests of the
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Aneri can Physical Therapy Association and its
95, 000 physical therapists and physical therapy
assi stants practicing across the U S.

As we consider future training for opioid
anal gesic prescribers, we need to consider the
reconmendati ons outlined by the CDC. Wthin this,
they recommend if opioids are to be used, they
shoul d be combi ned wi t h nonphar macol ogi cal therapy
such as physical therapy.

After listening to nany of the presenters
di scuss education yesterday, | believe we are
noving in the right direction. That stated, | want
to ensure that physical therapists are recognized
as a profession and not sinply an intervention and
that we aren't sinply on a list with acupuncturists
and ot her potential alternative treatnents. There
is a significant amount of evidence to support what
we do.

As we reflect on howto inplenment the CDC s
recommendati ons, we nust first take a | ook at
current practice patterns for those who nanage

pain. A recent study published in the Journal of
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Spi ne anal yzing data from 170 mllion primary care
visits for | ow back pain, from 1997 to 2010, found
t hat physical therapy referral occurred in only

10 percent of those visits as conpared to an opioid
prescription, which occurred in 45 percent in the

| ast several years. Larger disparities in referra
rates were found in Medicaid and Medicare
beneficiaries. The stat is deeply troubling,
especially if we don't alter this trend.

As we pave a path forward, we must ensure
there are not only recommendati ons for educati on,
but there is a clear direct path for our patients
wWth pain to access a physical therapist.

At m nimum we need to ensure the
educational details that a physical therapy
referral occurs if an opioid prescription occurs.
Paper after paper shows that when a patient in pain
receives early access to a physical therapist,
there is significant reduction in overall cost,
reduction in care seeking for pain, and i nproved
functional outcones. W cannot afford not to

recommend this.
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For exanple, in 2010, we spent an estimated
$635 billion in the managenent of pain, which is
nor e than cardi ovascul ar di sease, cancer, and
di abet es conbi ned and tw ce the anount of noney we
spent fighting a war in Afghanistan. In addition,
the estimated cost of managi ng a single patient
wth chronic pain is 2015 was a little over
$31, 000. As everyone in this room knows, we cannot
conti nue down this expensive path. | think that
education is truly necessary.

I n devel opi ng our educational strategy for
opi oid prescribers, | would encourage we expl ain
the basic conplexities of pain to not only
providers but also to patients.

For exanple, in 2014, Dr. Adriaan Louw found
t hat one educati onal session on pain froma
physi cal therapist reduced postsurgical costs by
45 percent and i nproved functi onal outcones.

Because |I'mout of tinme and in concl usion,
we are at a critical tinme for pain managenent.
Let's educate all parties involved to nove forward

with the inclusion of physical therapies in any
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education the legislation that is |ooking to
I nprove heal thcare providers' ability to provide
pai n managenent .

| truly believe yesterday we saw
st akehol ders of mmjor associations at that table.
| really think noving forward, you guys need a
physi cal therapist at the table as well. Thanks.

DR. THROCKMORTON: Thank you very nuch.

Shruti Kul karni. Kul karni. Apol ogi es.

MS. KULKARNI: Good norning. |'m Shruti
Kul karni. |'moutside counsel to the not-for-
profit Center for Lawful Access and Abuse
Deterrence, CLAAD. CLAAD s funders incl ude
treatnent centers, |aboratories, and pharnmaceutica
conpani es, and are di scl osed on our website at
cl aad. org.

Qur organi zati on works to reduce
prescription drug fraud, diversion, m suse and
abuse, while also ensuring that individuals wth
| egiti mat e needs have | awful access to nedi cations
that safely and effectively treat their health

condi ti ons.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

33

Thank you for the opportunity to offer
comrents regardi ng training healthcare providers on
pai n managenent and safe use of opioid anal gesics.

Si nce 2010, our organi zati on has taken an
active role in encouragi ng nandatory prescri ber
education at a federal |evel for healthcare
practitioners who prescribe any controll ed
prescription nedications. W base this
recomrendati on on the follow ng facts.

Under federal and state control substances
acts, the risks of abuse potential and rel ated
duties are categorized by controll ed substance
schedul es, Schedul e 2 versus Schedul e 4, regardl ess
of drug class, for exanple, opioid anal gesics
ver sus benzodi azepi nes.

Controll ed substances by definition have a
hi gher potential of abuse than noncontroll ed
nmedi cations, and therefore, practitioners who
prescri be controll ed prescription nedications to
pati ents have a higher duty of care. Prescribers
of controlled nedications nust take affirmative

steps to prevent diversion, msuse, abuse,
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addi cti on, and overdose.

Thr ough nmandat ory education, practitioners
can learn how to treat their patients' safety while
preventi ng adverse events. Mandatory educati on
shoul d i nclude greater detail on best practices for
prescri bing controll ed nmedi cati on, including
nonphar macol ogi ¢, noncontroll ed, and | ower-schedul e
treatnments first; verifying through definitive
urine drug testing that patients are taking
prescri bed nedications and not illicit substances
or nedi cations not prescribed to them and
referring patients with i nappropri ate substance use
to a higher level of care, which nay include
addi ction treatnent.

Finally, while sone state |egislatures have
taken proactive steps to prevent prescription drug
abuse by requiring nmandatory educati on, many have
not. Prescriber education is needed on a nati onal
| evel .

CLAAD recommends t hat nandatory prescri ber
education be tied to the prescriber's controll ed

substance registration and use the conti nui ng
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medi cal education infrastructure for course
content. Qur full recomendati on and | egal

anal ysis of how the federal governnent should
proceed are set forth in our 2013 article "The Best
of Both Worlds: Applying Federal Conmerce and
State Police Powers to Reduce Prescription Drug
Abuse. "

Thank you for this opportunity. Pl ease
contact CLAAD if we can be of service to you.

DR. THROCKMORTON: Thank you very nuch.

Qur | ast speaker, Christopher Hulin.

MR HULIN. Good nmorning. My nane is Chris
Hulin. I'"ma certified registered nurse
anest heti st and president of the M ddle Tennessee
School of Anesthesia. | represent 50,000 student
CRNA nenbers of the American Association of Nurse
Anest heti st s.

As an anest hesi a provi der, educator, and
previ ous hospital adm nistrator, | am passionate
about the opioid crisis because | have seen it hurt
so many. As anest hesi a professionals, CRNAs

provi de patient-centered acute and chronic pain
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managemnment services that offer conprehensive pain
managenent options to decrease or elimnate the
need for opioids.

In the perioperative period, an enhanced
recovery after-surgery protocol includes
nmul ti nodal , non-opi oi d medi cati ons, and when
appropriate, regional anesthesia to mnim ze or
conpletely elimnate the use of opioids during
surgery.

Chroni ¢ pai n managenent 1 ncor por ates
nonphar macol ogi ¢, nul ti nodal pharnmacol ogic, and
when appropriate, interventional approaches to
I mprove the patient's quality of life. Wen a
phar macol ogi ¢ approach is used, the treatnent is
tailored to the patient's | evel of pain,
functionality, and response.

The art and science of the pain managenent
continuumis evolving rapidly. Nurse anesthesia
educati on prograns, the AANA, and state
associ ations play an active role in educati ng CRNAs
to reduce or when appropriate, elimnate the use of

opi oids. Professional devel opnent opportunities
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i ncl ude educati onal webi nars, online continuing
educati on, conferences, publications, and

fell owships in both acute and chronic pain
managenent for CRNAs.

A national education nodel should provide
reconmendati ons devel oped by a col | aborati ve
conprom sed of patients and all professionals to
provi de pai n managenent services. The education
reconmmendati ons offer a framework for integration
Into each healthcare specialty, education for entry
into practice, and continued |lifelong | earning.

Prescri bing data and ot her outcones provide
nmetrics to I nprove educati on, reconmmendati ons,
clinical practice, and identify future research
opportunities.

Federal and non-federal partnerships are
crucial to address educating patients and providers
on this conplex crisis. The AANA encour ages and
participates in collaborative, nultidisciplinary
di al ogue to i nprove pain nmanagenent and safe opioid
use, healthcare provi der educati on nodels.

Col | aborative, multidisciplinary clinical
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educati on, research, and practice will have a
positive inpact on the patient's safety and pain
experi ence.

Wth the denmand for pain managenent services
I ncreasi ng, additional healthcare professionals
Wt h pai n managenent expertise wll be needed. It
Is inportant to renove artificial, unnecessary
barriers at the practice, state, and federal | evel
for the interdisciplinary healthcare teamthat
I ncl udes CRNAs.

The ability for CRNAs and all heal thcare
providers to care for patients to their full scope
of practice will increase the excell ence and
availability of inportant pain managenent services
for all patients.

| ask that patients remain at the center of
this discussion. Patients need to be educated,
enpower ed, and engaged in their care to understand
their treatnment options and that opioids nay not
al ways be necessary to address their pain. Thank
you for your tine and consi deration.

DR. THROCKMORTON: Thank you very nuch.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

39

If there are other people that didn't get a
chance to sign up that have not previously spoken,
you're welcone to nake a comment, also, at this
tine. Oherwise, we'll nove on to our next
sessi on.

(No response.)

DR. THROCKMORTON: Thank you. [I'Il1l thank
the panelists here, and then let's transition to
t he people that are in the health system panel.

While you're comng up, I'mgoing to use ny
chair's prerogative or whatever to hope that this
session and the sessions that we have the rest of
themnorning are as lively as the ones we had
yest er day.

In particular, WIlson, | know you and |I had
tal ked about this group and the inportant role that
t he healthcare systens play. | hope they're able
to give us sone really good infornation about the
I mpact of federal duplication on their efforts that
they're maki ng and things |like that as you guys
have your di scussion

DR. COVPTON:. That's one of the questions
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that was | aid out.
DR. THROCKMORTON: Thanks very mnuch.
Heal t h Syst em Panel

DR. COWPTON: Ckay. | think we're live, and
the m crophones seemto be working, so good
norning. |'mWIson Conpton, and |I'mthe deputy
director of the National Institute on Drug Abuse.
It's really a pleasure to be here and participate
with ny colleagues fromthe FDA in this really
I mportant endeavor to dig into the details of how
we m ght organi ze and structure training around
opi oid prescribing.

Everyone agrees that this is a necessary
topic. The question is howto inplenent it. Do we
inmplement it at a local level? Do we inplenent it
at a systens |level? How nuch should be
requi rements? How nmuch shoul d be voluntary?

What's the role for potential federal rules and
regulations in this area?

Those are the questions that we're westling
wth, and we're | ooking for the best advice from

our health systens panel to address these really
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pressi ng topics.

| want to take a nonent to thank the FDA for
organi zing this neeting so effectively. |I'm
particularly pleased to have a series of questions
that this panel will be westling wth over the

next 64 m nutes and 6 seconds, which have been

really elegantly stated, so that | think we'll have
a lively discussion about these issues. But | do

t hi nk the key question that | hope we'll keep in
mnd -- there's a concept on the table.

Shoul d the federal governnent nandate
training? One possibility is to inplenent this
t hrough DEA regi stration procedures. That's at
| east one vehicle. Should this be done through a
voluntary basis, or should the federal governnent
just stay out of it and continue to have the
devel opnents on a voluntary basis with clinicians
and through state and | ocal and systens |evel
efforts?

That is the key sort of uber question that
all of these panels are westling with, and so |

certainly hope to get opinions about those broad-
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based questions from each one of you as we go
forward

Let ne take a nonent just to introduce our
panelists, and they're sitting here in a different
order than | have here. First, we have David Craig
fromthe Mffitt Cancer Center and Research
Institute. We have Bernie Good fromthe Veterans
Adm ni stration. W have Col onel Trip Buckennaeir
fromthe Unifornmed Services University. W have
Larry Greenblatt from Duke University. W have
Beverly Cotton fromthe Indian Health Service, and
a repeat performance fromDr. Carol Havens --

DR. HAVENS: | didn't get a nanmetag so --

DR. COVPTON:. Wwell, we already know who you
are because we | earned about you yesterday.

DR. HAVENS: Can you read it? You can't
read those, either, so it's okay. It's all right.

DR. COVMPTON: There's no particul ar order
for each one of you-all to answer these questions,
but if I don't hear fromyou, | will try to call on
each of you to nake sure that we get your opinions

about both the broad questions as well as each of
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the topics that we' ve been asked to address.

First off, I1'"d Iike each of you help us
under st and t he advant ages and di sadvant ages of
i npl enenting a required prescriber training
program Wthin your organi zations and within your
experience, what has worked? What are the | essons
t hat have been | earned that can be applied if a
training programwas I nplenented at a federa
|l evel ? Who'd like to start?

Go ahead.

DR. GREENBLATT: |I'mleading a health system
effort at Duke around opioid safety, and we've been
working on this now since really -- it's been
four years and have of fered CME and opportunities
to cone and speak to groups of clinicians about
opioid safety and inproving their prescribing
practices.

Real ly, there hasn't been a ot of interest.
It's been nore us trying to invite ourselves to
meetings and the like and not a | ot of uptake, and
fol ks denonstrating a | ot of resistance.

Qur medi cal board under requirenments from
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the North Carolina General Assenbly recently
changed the requirenent where everybody who has
prescri bed any controll ed substances in the | ast
three years will have a requirenent upon their
renewal of their license in a 3-year cycle to
denonstrate that they've had 3 hours of CVE around
saf e opioid prescri bing.

| can't tell you how many requests that I
get now, cone and talk to us, we want to | earn
about safe opioid prescribing. It has absolutely
changed the | andscape. When peopl e know t hat they
are required to do or they're not going to be able
to renew, all of a sudden, they're very interested.

| think that little bit has really changed
everything for us. Qur requirenment begins July 1
for people who m ght have their 3-year cycl e due
t hen.

COL BUCKENMAI ER: | represent the Depart nent
of Defense, Uniformed Services University,
Anerica's nedical school, and this was nandat ed by
the previous admnistration that we wll provide

prescriber training on opioids for every provider
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i n the DoD.

That has been ongoing for some tinme now |
think we're about 60 percent of all providers.
Nobody's head's expl oded. The system hasn't
col | apsed, and everybody is doing just fine. 1In
fact, this training has been received well.

After 17 years of conflict and the
chal | enges that that has brought to our system
this was | ong overdue. W've been working on it
since 2010. 1'Ill refer you to the DoD s pain task
force effort, which actually preceded the | OM
report on pain.

There's a |l ot of products, and you can check
t hese products out, which you' ve paid for as a
t axpayer, that are involved in this, particularly
the joint pain educational program at dvci pm org.

From ny perspective, and of course, I'min
t he DoD, we have no problem mandating things. 1In
fact, that's when we're nost confortable.

(Laughter.)

COL BUCKENMVAI ER: | see no reason, as this

house i s burning down around us, we would not go in
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this direction. |It's not |ike people aren't dying.
And so | think we need to get this education
started, figure out how best to do it, and we have
no tine to |l ose. Thank you.

DR. GOCD:. |'ve been prescribing opioids for
I think 33 years now, and over the years have done
talks to interns and residents and ot her physici ans
in ny region about safe practice of opioids. And I
t hought pretty nuch there was nothing else | could
| earn. But in the past couple of years, |'ve taken
a nunber of educational courses, sone on ny own and
sone that were mandated, and | have to say that
every tine |I've done this, |'ve | earned sonething.
| thought | knew everything, and there were
val uabl e things that | took away.

| took a course with the University of
Washi ngton a coupl e of years ago, which was really
outstandi ng; did some work at the University of
Pittsburgh with patient-directed observations wth
sone difficult patients, and then did the mandatory
VA training. Then nost recently, | did the

bupr enor phi ne wai ver training, and again, found
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t hat there were many useful things that | | earned.

So | support mandatory training for opioid
prescri bing because I think we all stand to | earn
sonething. And as Trip just says, the house is
burni ng down, and we need to make sure that our
providers are as skilled as possi bl e.

| don't think that the training, though,
ends there. | think that there's only so nuch you
can do with mandatory training, and | think that it
real |y behooves physicians and clinicians who
prescri be opioids to be responsi bl e prescribers and
to continue to seek educati on, educati onal
experi ences.

| know that in VA there are a trenendous
nunber of optional opportunities for |earning, and
I can discuss sone of those later, in addition to
the things that | presented yesterday.

DR. COWPTON: You raise an interesting
poi nt, and we'll hear from everybody. But it seens
to me that with voluntary training or ad lib
training, we nay reach the audiences that are in

sone ways the | east inportant because they're
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already interested in the topic. For mandatory
training, that's a way to reach a nuch broader
group of clinicians.

But | also think you added an i nportant
nuance to that that just taught ne sonething. Even
for those that think a great deal about these
I ssues, are quite famliar with them there are
additional things to |l earn every day.

You' re an expert in this area, yet you found
great benefit fromthe trai ni ngs you experi enced.
| think that's an inportant |esson for all of us,
and part of how the benefits of mandatory training
m ght extend beyond t he obvious targets of
clinicians who have a real |ack of any know edge,
but al so extend to those who are already pretty
fam i ar.

| was interrupting the broader discussion.

DR. HAVENS:. Sonebody has to take the
contrary view, so let that be ne. | actually don't
support nandatory training and for a coupl e of
reasons.

First, let nme backtrack and say not only do
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| have the opportunity of having been involved with
the opioid initiative at Kaiser, but |I've also been
part of the core faculty on opioid REMS for the

| ast four or five years. So |I've had the
opportunity to do presentations around the country
on opi oi ds.

California instituted nmandatory training in
2001, 12 hours of CME for all physicians prior to
their second |icense renewal on either pain or end
of life, and there's absolutely zero evidence that
t hat has made any difference what soever.

Part of the challenge is the |egislature,
who | oves to practice nedicine in California,
essentially just said you have to have 12 hours of
educati on on pain and/or end of life w thout any
further qualifications of that.

So it was a great boon to CME providers who
created lots of activities to provide 12 hours of
CME credit wwth very little standardi zati on of what
the content was, or how it was presented, or what
t he outcones were, or whether they even needed to

measur e out cones.
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So it's really led to a great nunber of CME
activities being offered in California with very
little benefit that we can see.

My experience has been that even w t hout
mandating it, physicians are very interested in
this topic. Mst of ny education, at |east through
our group, is with famly docs because | am a
famly physician. They find this to be an
i ncredi bly chall enging part of their practice, and
they really want to know how to do it better. So
they are eager to get infornmation. They're eager
to get educated particularly on things that wll
actually help themin their practice, that wll
hel p them take care of their patients.

That's certainly not true for every
physician. And you're right, the people who need
it the nost may be the least likely to cone, but we
can at | east reach a significant nunber of people
with voluntary education if it's designed well and
addresses their actual needs.

| think the problemw th nmandatory

training -- let nme say, the good thing about
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mandatory training is that nmeans everybody gets it
and everybody gets a standardi zed curriculumif we
design it that way. The di sadvantage of that is

t hat everybody gets the same educati on.

Speaking fromny role in Kaiser, what our
ort hopedi ¢ surgeons have asked for and need is
significantly different than what our pediatricians
have asked for and need. To create a one-size-
fits-all education for every prescriber in the
country, | think does a disservice by not neeting
t he actual needs of those prescri bers.

M5. COTTON: | amfromlndian Health
Service. For those of you who are not fam i ar
with Indian Health Service, we are a federal agency
within the Departnent of Health and Human Services
and provide the federal healthcare for Anerican
| ndi ans and Al aska nati ves.

In 2014, we started encouragi ng prescribers
to take training on opioid prescribing and pain
managenent. Wth the fornmer adm nistration
requiring all federal prescribers to have that

training, we noved to requiring this mandatory
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trai ning, and that happened in 2016 even t hough we
were rolling out training prior to that.

When we started | ooking at our nunbers of
prescri bers and providers that had taken the
training, we were hovering around 40 percent. Wen
we i ssued the mandatory circular for all of our
providers to take that training, we set a very
aggressive goal to have our providers trained
wthin 6 nonths of issuing that nenorandum back in
the sunmer of 2016. So they had until January of
this year to conplete that training.

We saw t hose nunbers skyrocket, of course.
Everyone got their training. W're about
96 percent of having all our federal prescribers
trained, and while we don't mandate that sane
training for tribal or urban Indian healthcare
providers, they are able to take that training at
no cost. That training is provided through the
Uni versity of New Mexi co.

And | understand that Dr. Joanne Katznan is
present. | was wondering if that was you. W' ve

never had the opportunity to neet.
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As that training has rolled out, we have
seen that be successful in terms of increasing our
nunmber of providers that have been trained. As we
get further into the discussion, we'll be able to
tal k about what our early anal ysis of what those
I mpacts look like in terns of actual opioid
prescri bi ng.

| think some of the challenges that we're
facing in terns of mandatory training in our
particular systemis the turnover. W depend a | ot
on | ocumtenens, and so naki ng sure that those
fol ks have training when they m ght be there for a
very short period of time, so trying to stay on top
of that as well.

The training for us is 5 hours |ong, and
that is also required of locumtenens. So if they
have taken another training, does it neet the sane
requirenents that we are doing in terns of -- is
t here standardi zati on across training curricul uns
or all points of interest that we' ve | ooked at?

But so far, that's where we're at. | think

the result that we can say is that providers have
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said in their post-evaluation after taking training
is that they do feel like the training would inpact
their prescribing habits. Like |I said, when we get
further into the discussions this norning, we can
show what our early analysis | ooks |ike of our
prescri bi ng dat a.

DR. COWPTON: Thanks very much. Davi d?

DR. CRAIG Thank you. | just wanted to
hi ghl i ght sonet hi ng that Bernie was sayi ng about
peopl e prescribing opioids for a | ong period of
time. | work at a cancer hospital, and all of our
prescri bers are oncol ogi sts, and they probably
woul d di sagree that they need nore training on
opioids, but |I think that's not really true.

| work on anot her cancer pain guideline
wor kgr oup, and we tal k about this a | ot, about how
t o educate oncol ogi sts on how to manage opioids in
cancer patients. There's clearly sonething to be
gained by a program but | don't |like the mandatory
approach. | like Carol's approach, the carrot
rat her than the stick approach, and incentivi zing

t hem sonehow t o becone better at what they do.
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| think the cancer world, sonetines people
ignore a lot of the things that we di scuss about
opioid risks. Although it's inportant in other
non- cancer worlds, it's also inportant in the world
that | live in, and especially end-of-life care,
it's extrenely inportant there as well, which |
t hi nk peopl e forget.

DR. COVMPTON: To build on sone of the
questions, the goal of training is not sinply to
assure that people have had training but to change
clinician behavior as an internedi ate step and then
to i nprove patient outcones.

Certainly, Carol highlighted for us her | ack
of evidence com ng from her experience in
California. But are there experiences that any of
you-all have had where you can point to positive
outcones fromthe requirenents or voluntary systens
that you-all are a part of?

COL BUCKENMAEI R | think we have plenty of
exanpl es where there's nmandatory training such as
ACLS or ATLS where at | east we provide a common

st andard foundati on. The i dea that sonehow t hat
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common standard is not necessarily neeting the
needs for everybody in the community, | don't doubt
that. As an anesthesiologist, |I'mexpected to be
able to performin those roles as a | eader, not
necessarily just having that basic understandi ng of
t hose attitudes.

| believe creating a foundation of
I nformati on, resources for these providers, and
then allowi ng either the states or the individual
nmedi cal specialties to deci de what el se they need
I's appropriate. But to not mandate sonethi ng
doesn't give this issue the proper attention |ike
we've given to ACLS, or to ATLS, or other things
t hat we nandate that it deserves.

Again, we are in the biggest epidemc this
country has ever experienced, and we're acting |ike
that's okay. It's like a junbo jet crashing every
f ew weeks and nobody's noticing. And of course, if
t hat was the case, there would be all sorts of
regul ati on and chal | enges goi ng down on the airline
I ndustry. | think we need to respond appropriately

i n the sanme way as heal t hcare providers.
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DR. COVPTON:. Actually, the overdose deaths
are about the equi pnent of two fully | oaded 747s
crashi ng weekly.

DR CRAIG Damm. |It's the coffee.

DR. COWPTON: That's ny netaphor when | give
this tal k.

DR. GREENBLATT: W had our opioid safety
conmttee neeting. W neet Monday nornings at
7:00. It's really popular.

(Laughter.)

DR. COWPTON: Those are surgeon's hours.

DR. GREENBLATT: That's when a lot of this
happens.

We have an individual who provi des sone data
back to us, which is what's extractable from our
electronic health record. W're Epic users at
Duke. And sone of the things they could get at
were things |i ke how often were peopl e using our
pati ent education naterials because it's a -- for
t hose of you who are Epic users, it's a smart
phrase, and we can actually record how often that's

used; how many urine drug screens have been

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

58

ordered; are peopl e prescribing nal oxone rescue
kits; really some of the things, the specific tasks
that we want clinicians to be depl oyi ng.

The nunbers were really terrible. They were
quite disheartening, and we weren't seeing nuch
change. Then the individual who provided the data
was able to break it up into individual clinica
entities. And | know who are our highest
prescribers are. Not surprisingly, it's our spine
center, neurol ogists, cancer center, et cetera.

Looki ng at how often are those particul ar
clinical entities, were they ordering or doing
t hese vari ous tasks, sone of them who are in our
top five or so of prescribers, they weren't even
really doing any of this at all.

On the airplane, | read an article that a
col | eague had sent ne, which was -- he's a VA
researcher, and it was about the VA experience wth
what they were doing around the opioid epidemc. |
was very inpressed with this, seeing the dramatic
reductions in people getting opioids plus benzos,

or hi gh-dose opi oids, or what nunbers got pain
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agreenents, et cetera, et cetera.

Tuesday norning, | cane in, sat down next to
Bernie, and was conplinmenting himon it. | said,
"Cee, the VA is really inpressive with all they've
done. | was really struck by how nmuch nore success
t hey' ve having than we're having." And Bernie
said, "Yeah, that's ny work, and I wote that
article."

| didn't realize that. But anyway, it was a
cool thing.

DR. GOCD: | appreciated that.

DR. GREENBLATT: It was a great nonent for
me, too.

(Laughter.)

DR. GREENBLATT: It really was.

One thing | really realized is that it's one
thing to rely on people's good intentions and good
wll to do the right thing -- and | have to tell
you, | nmentioned this in comment yesterday. People
are really exhausted in heal thcare. Literally,
there's burnout. There's depression.

|'ve had so many groups of providers say to
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me, we are so damm busy. \What are you going to
take away fromus so that we can do the things that
you're asking us to do? W can't do any nore. And
quite a few have said, if you make nme do any of
that, I'mreferring all ny patients out.

It's not a warmwelcone. |It's not a hug and
a thank you. And | think when you have a nore
t op- down approach as the Chesters can manage to do
in their organi zations -- they're both naned
Chester. |It's strange, isn't it?

DR. GOCD: And neither of us go by Chester.

COL BUCKENMAEIER It's way too painful to
go t hrough high school wth Chester.

(Laughter.)

DR. GREENBLATT: But they both work in
organi zations where if the | eadership says it's
goi ng to happen, it's going to happen. | work in
an academ c health center. There is no true
| eadership in an academ c health center. It's lots
and lots of individual entities, each trying to
figure out how to publish, how to provide the best

care, how to nake the nost nobney. |It's all these
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ki nds of things.

We do have | eadership who has fully
endorsed, everything we're trying to do, but it's
not really a requirenent. It doesn't have to
happen, and it's not happeni ng.

| think our experience is probably much nore
typical of what you're going to see in health
systens and communiti es because there isn't this
t op- down approach. There isn't an integration into
the record where if sonebody is witing a
particular drug, a remnder is going to conme up to
say, why isn't this person on nal oxone, or you
haven't ordered a urine drug screen in 6 nonths;
you need to do that today, or you're prescribing an
opioid and this person's already on a
benzodi azepine. Are you aware that these are
dangerous interactions?

That kind of a | evel that you can i npl enent
I f you have a closed systemis nmuch nore effective
than trying to get people to do the right thing.
I'ma strong advocate for we need to not only

train, but we need to use sone strategy that isn't
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just providing infornmation.

| conpletely agree with Carol. W don't
want hours of CME that | eads to no change in
practice. That's a burden. W all feel burdened.
That's not going to get us where we need to be.

| don't know -- | don't have enough of an
educati on background to know what we need to do,
but nmaybe it's maybe 2 hours of CME and 2 hours of
havi ng anot her partner in your practice audit your
behavi or, and then giving that back to you. Let
them | ook at 15 charts and see are you ordering
drug screens appropriately, do patients have a pain
agreenent, are you using the PDMP and docunenti ng
t hat, or whatever it is.

Maybe that's not the right way to do it.
Maybe it's the academ c detailing that the VA is
depl oyi ng, or to have sonebody sit one-on-one with
probl em prescri bers.

We have to use a strategy that is going to
change practice, not a strategy that's going to
all ow people to say |I've got 80 percent of ny

nmul ti pl e choi ce questions right because | don't
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care about that. | care about what we do wi th our
pati ents.

DR. COWPPTON. Com ng from Duke University,
you and your col | eagues frequently ask us for
support for your interesting research ideas, and I
t hi nk what you've outlined in some ways is a
fascinating set of inplenentation science questions
in terns of how best to link sone form of training
to actual prescriber behavior change as well as
I mportant patient outcomes.

Those woul d be the kinds of questions that
me and ny col |l eagues at NIH woul d be very
Interested i n hel ping you devel op and supporting
sonme of those studies.

There were a coupl e of other comrents around
this question, around how do we link it to outcones
and is there evidence for that.

DR. GOCD: So there's an old saying, "the
absence of evidence is not evidence of absence." |
think with this issue of education, especially wth
this opioid epidemc, it's going to be really

difficult to convincingly show that nandatory
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educati on makes a difference. And it's because
there's so many other things that are happeni ng.
I *' m not discouraging doing research to do it. |
think that that's great.

| mentioned yesterday that we did have sone
evidence that in providers that did get academ c
detailing conpared to those that did not, there was
a significant difference in prescribing in terms of
sone of the safety netrics that we ook at. W
have a couple of other snall exanples. But | can't
| ook you in the face and say that mandatory
training will absolutely nmake a difference.

| do think that you can tailor, so | agree
t hat just having a random requirement probably is
not the best way to do it, and it should be
tailored. |If you're an anesthesiologist, it should
be different than if you' re an orthopedi c surgeon
or a famly practitioner because the needs are very
different. So you could |ook to societies to help,
state organi zations to help create those, or have
sone national initiatives to do that.

| nentioned that | just recently took the
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bupr enor phi ne wai ver training. | had to do
8 hours, not 2 hours or 4 hours, but 8 hours of
training so that | can prescri be buprenorphine,
which is a very safe drug relative to all the other
opioids. It's a safer drug, but | had to do 8
hours. But | can prescribe nethadone for pain, and
I have, and it's an infinitely nore dangerous drug
t han buprenorphine. But | don't need any training
for that. | can just do it.

| think it's a pretty low bar to
say -- because every physician, every provider
needs to get CVE anyway to maintain their |icense,
and to create sone neani ngful required training I
think is a pretty low bar, and | think we should
support it.

DR. COWTON. QO her comments around this
rel ated i ssue?

(No response.)

DR. COWPPTON. Ckay. Wll, let's nove on to
our next topic bullet. Wat do you see as the role
for prescriber training within your organi zation in

the context of other activities related to both
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pai n managenent and then the broader opioid
epi dem c?

| would encourage you to take those two
I ssues separately because while they're
interrelated, pain treatnent and the opioid
epidemc, they're not one in the sane at all.

How woul d this relate to your organization's
activities related to nmaxim zing and i nprovi ng pain
treatnment, and then second, how does it relate to
the overall opioid crisis, which is the reason that
we're here today.

DR. GREENBLATT: | can comment. There's
been a ot of interest and request for individuals
to get CME about pain managenent, and | think pain
managenment is conplicated and often m sunder st ood.
It's poorly taught in nedical schools, although
that's starting to change. |It's poorly taught in
resi dency, and there's | ot of survey-type data and
anal ysi s-type data on that.

Physi ci ans don't feel well prepared for
managi ng pain in clinical practice, and that's

across nany specialties. | think that's something
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that really needs to happen.

| think a lot of the safe opioid prescribing
behavi ors, frankly, they're not all that conpl ex.
It's a checklist. |If you give people a checkli st
and say these are the things you need to do, it
doesn't get much nore conplicated than that.
Peopl e can do that.

| think there absolutely needs to be both.
There can be different approaches, and | think the
pai n managenent piece is going to be the nore
challenging. | think it makes sense to not have
one Wi thout the other. You really need both.

COL BUCKENMAEI R From a DoD perspective, |
t hi nk we' ve been sonewhat frustrated at the al nost
conpl ete and utter focus on the opioid problemto
the exclusion of the very difficult pain issues,
which is a national healthcare issue.

| liken it to treating cholera in the nodern
era where the only thing you treat is cholera
pati ents and nobody ever bothers, |like Snow did in
Engl and, to renove the punp handle fromthe well

that was the source of that chol era. And that's
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what's going on with pain.

So our focus in the DoD has been to try to
realign both our healthcare provider culture and
our patient culture away fromthis idea that pain
intensity is the only nmeasure for pain, which if
that's your only neasure, there's nothing better
than opioids to get your pain to zero.

Agai n, after 17 years of conflict, our
soldiers are telling us that if they had known,
when they started these opioids after their traunm,
what that was going to nean for their
rehabilitation and recovery, they woul d have
demanded ot her options fromus fromthe very
begi nni ng.

So we've very aggressively noving in the
pai n space, recognizing the inportance of the
activity that's going on in the addi cti on space,
but sonewhat concerned that so nuch attention has
been pl aced on, | guess, the burning bush, and
nobody's really paying attention to what's feeding
t hose fl anes.

DR. COVPTON. What do you see as the nost
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prom si ng approaches within your systemto changi ng
that? Wat do you see as the alternatives that
you-all are inplenenting that you think make a | ot
of sense in the pain area?

COL BUCKENMAEIR  Well, this is a culture
change, and so the nost fundanental thing that
we' ve done is a product we call the Defense and
Vet erans Pain Rating Scale. The feedback we got
fromour 2010 review was that the O to 10 scal e was
not very helpful in dealing with this
bi opsychosoci al issue.

So the DVPRS refranes the question in terns
of managing pain with functi on and bot h physi cal
and enotional function, and this all ows other
nodal i ti es such as acupuncture, such as nmassage, to
actually conpete with nedicati ons.

Now, understand, |'m an anest hesi ol ogi st .
I'"'ma retired mlitary person. Wen you' ve just
had your | egs blown off, nobody is yelling for stat
acupuncture. Cot it.

Opi 0oi ds have a very prom nent and i nportant

role in certain portions of this care. The problem
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| think we had early in the war in 2003 is that was
our only solution, norphine. W had the norphine
hamer, and every patient was a nail, and we
pounded everybody with that tool.

It was effective. W could get everybody's
pain to zero, but they were essentially on the
couch watching |I Love Lucy to the exclusion of the
rest of their lives. And when the kids cane back
from school, they're still on the couch.

We asked ourselves, is that success, and the
answer was no. And that |led to General Schumacher
as the forner surgeon general, who is ny i mmedi ate
boss right now, to formthe Pain Task Force.

So |l really think this is a cultural change
that we're asking of the public, and we need to
reeducate the public on having a different standard
for successful pain care in that getting their pain
to zero after a major operation, after a nmjor
di sease, may not necessarily be in their
self-interest.

But | don't think we've really said that to

them | think we've said pills will get you where
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you need to be and zero pain is the answer. That
really makes these other things that are nore
passi ve, such as yoga, nassage, acupuncture,

bi of eedback, behavioral health nodification, those
t hi ngs can be a very inportant part of your
rehabilitation, hard to conpete if the only thing
we're really neasuring is pain intensity.

DR. COVPTON:. Carol ?

DR. HAVENS: | absolutely agree. | think in
sone ways, we're really |looking at two different
popul ati ons of patients, and one is those patients
who have been on opioids for a long tine. Then
there's the future opioid users, the ones that
potentially have acute pain now and we want to try
to prevent them from becom ng the chronic opioid
users.

That's a little bit easier group to deal
W th because you can start the prevention right up
front. You can have the conversations with them
about being on opioids long termcan lead to
adverse consequences down the line. W'IlIl give you

opi oids now to deal with your acute pain. Let's
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tal k about ot her opportunities noving forward. And
| absolutely agree. The goal is not absence of
pain. The goal is reduction of pain to nake life
better.

So dealing with the future opioid users
requires a little bit different skill set than
dealing with the current opioid users because it's
alittle bit harder for sonmeone who's been taking
opioids on a daily basis for 10 years to say, okay,
now we're going to start over again, and we want to
tal k about other options. And they're going, well,
why didn't we talk about this 10 years ago? Pl ease
don't stop ny drugs now.

| think it requires a nultifactorial,
mul ti-interventional effort of educating our
provi ders, educating our patients, setting
realistic goals, tal king about risks and benefits,
and making inforned decisions. And | don't think
you can do that in the absence of other options.

Part of the discussion has to be what el se
can we do besides opioids. Because you're right,

for years when all we had was opioids. Wen all we
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had was a hammer, everything | ooked like a nail, so

that's what we did. Now we recogni ze that we have

to provide other options, and we have to tal k about

what those other options are, and what the risks

and benefits of those are versus the use of
opi oi ds.

DR GOOD: | think it's a great question and

absolutely need to separate, even though they're

interrel ated, the issue of treatnent of chronic

pain, as well as acute pain, and how to prescribe

opi oi ds.
"1l give a shout-out to the gentleman in

t he conment period who was tal ki ng about physi cal

t herapy. As | get ol der,

ort hopedi c-type surgeries,

' ve had a nunber

of

and |'ve becone an even

greater fan of physical

to ny getting better

therapy. It was critical

and getting well.

| think that things |i ke physical therapy,

acupuncture, cognitive behavioral therapy, nassage,

m ndf ul ness, all these tools need to be avail abl e

for clinicians, and it behooves organi zations |ike

VA, DoD, Kai ser and Bl ue Cross Bl ue Shield,

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

74

whatever it is, to make it easy for providers to
get their patients into these integrated pain
pr ogr ams.

| nmentioned yesterday the study that Aaron
Krebs did in the VA in M nnesota where they
conpared using primarily an opi oi d- based treat nent
reginen to a non-opioid treatnent regi nen for
chronic pain and how the outcones after several
years were better for the non-opioid reginen.
However, | can assure you that it wasn't just usua
care with no opioids. It was intensive, having all
t hese tool s avail abl e.

Soif we're really serious about treating
pain -- and |I'm not suggesting we never use opioids
for chronic pain. They clearly have a role. But
If we want to mtigate the risks and decrease the
nunber of patients that rely on opioids, we have to
gi ve the physicians and the clinicians who see
these patients the tools that make it easy for them
to get the patients these alternative treatnments
and ot her non-opi oid pharmacol ogi ¢ t herapi es, too.

DR. COWPTON: Larry?
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DR. GREENBLATT: 1'd like to build a little
bit on what Carol said about thinking about these
two different populations, and I'mgoing to add a
t hird popul ati on, Carol

DR. HAVENS:. Ch, pl ease.

DR. GREENBLATT: There's the popul ation
who' s not on opioids who m ght have a pain problem
and we're trying to nanage them w thout their
becom ng |l ong-term opioid users. There are the
| ong-termopioid users. And then a third group
that | think we need to keep in mnd is there's
about -- of people on chronic opioid therapy, the
estimates in one systematic review are 8 to
12 percent of people on chronic opioid therapy
actual ly have opioid use disorder.

There are sone peopl e who have opioid use
di sorder who never cone into the healthcare system
because they're just buying it on the street,
getting it fromfriends or whatever they're doing.
| think that that population really needs to be
attended to as well. I n many communities, there's

just not enough treatnent.
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| don't know what we need to do to get nore

docs to sign on to do the buprenorphine or sone

other treatnents. Like Bernie, |I'ma buprenorphine
provider. |It's imensely gratifying. 1It's not
that hard. It requires sone commtnent on your

part. This is a tough population. That's why you
have 8 hours of training. |It's not the drug; it's
t he peopl e.

Anyway, it's conpletely feasible, so let's
t hi nk about that popul ation as well.

The comment | was going to nake about what
do we need for individuals to be nore effective in
pai n managenent, | think pain nmanagenent is
different fromother things that docs learn to do.
You can teach doctors how to manage ast hma or
hypertensi on or di abetes, and for the nost part,
they can enact that. But | think pain managenent
often needs sone ongoi ng nmentori ng.

It's tricky. Patients are all different.
Sonetines there's mani pul ati on that happens on the
part of the patients. There's a huge affective

conponent on the part of the patients. W feel
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that as well. A lot of us when we see our chronic
pai n patients schedul ed, we get |ike a knot in our
stomach. But havi ng sone ongoi ng nentoring |ike

t he Proj ect ECHO nodel or sone other nodel, we do a
nunmber of these things at Duke.

The physicians who have this available to
themfind it imensely helpful. It's resource
I ntensi ve. You've got to have soneone who knows
what they're doing to support. And then frankly, I
t hink you've got to find a way to not penalize the
physi ci ans who are taking their tine to do that.

If you' re going to say take an hour out of
your day twice a nonth to tal k about chronic pain
patients, you can't say, and we're going to take
t hat out of your paycheck, because that's how it
currently works. W're all paid on volunes, right?
So if you take an hour out, you're basically not
getting paid for that hour. That's not fair.

So there should be sone way that people
doing the right way can at |east not feel it in
t hei r paycheck.

DR. COWPTON. | would bring up that the goal
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of the prescriber training is both the clear goal

of how do we treat the patient right in front of

us, but there's a secondary prevention called

goal 2 in terns of keeping the broader popul ation
at lower risk. W see so many, particularly of the
acute prescriptions, being diverted into other
popul ati ons for whom the prescriptions weren't

I ntended, that that's a clear goal of this

t rai ni ng.

How nuch do you see that as a target for the
training that you-all inplenent?

DR. HAVENS: Let ne take a shot at that,
then. W started our project |ooking at the use of
chronic opioids and quickly realized that we had to
wor k further upstream W have al so included the
use of opioids for acute pain, both in the ER and
the primary care setting and the surgical setting,
totry to prevent the | ong-term downstream
probl ens.

So |l think it's an inportant part, and |
think that, to a certain extent, the previous focus

of the REMS on the extended-rel ease | ong-acting
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really sort of disregarded that potential, the
i ssue of treating acute pain.

DR. COWTON. To ne personally, it neans a
different role for physicians. Mst of ny training
and ny col | eagues' training was around how to deal
wth the person right in front of us, and yet this
is nmuch nore of a popul ation focus, which is a
little different perspective than many of us

routinely consider.

Davi d?
DR CRAIG [|I'Il just make a conment about
supplies and using it for acute pain. |If you're

going to think about a training program | think
one of the things that should be considered, which
| know peopl e have been tal king about a lot, is
t akebacks and nmaking things easier for patients to
return. Most of our patients die. They're young
patients. They're in their 40s. Just about every
day, sonebody calls ne and says, we have all these
drugs. Wat do | do with thenf

Not only on the frontend, but al so don't

forget about the backend is nmaking it easier for
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people who are really well-intentioned. |If you've
ever been to a drug takeback, you'd just be
surprised on how nuch drugs. Even think about the
hospi ce popul ati ons, about how nany mllions of
people in a hospice are on opioids; every one of
them Were do those opioids go? | don't know.

Anybody know?

So there's no real good nechanismfor -- if
you' re thinking about froma supply side, yes,
prescribing |l ess is probably good for acute
situations. Don't forget about the backend,
patients who legitimately have nedi cati ons and want
to get rid of themis extrenely challenging. | get
this question at work al nost every single day.
Unfortunately, our patients die, so what do we do
wWth those supplies? Don't forget about that.

DR. GREENBLATT: | want to nake a couple
comments about that. In North Carolina, there's a
| ot of effort around di sposing of nedications.
Every county, they have 100 counties, they all have
a fixed site where people can cone and drop off,

and those nedi ci nes are incinerated. I think that
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t hose public health efforts nake a | ot of sense.

Thi s i ssue about excessive nedications, |'ve
seen sone survey data where they've asked peopl e
who had extra nedicines, what did you do with them
The vast mpjority said, well, | just held on to
them People aren't disposing of them so that's a
concer n.

There was a publication that came out. |If
you're interested in trying to find it, it was in
the March 6th Annals of Surgery. | don't read the
Annal s of Surgery; |I'man internist.

But it was a terrific, really sinple study,
cane out of Dartnouth, fromthe departnent of
general surgery there, where they sinply asked
pati ents who had had a nunber of procedures -- |
think they targeted 5 procedures -- how nany pain
pills did you end up needi ng after your
chol ecystectony, or radical nastectony, or whatever
It was.

Then they provided this information back to
the clinicians who were doi ng these procedures and

said, well, gee, the people who have had the
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procedure you're going to perform they averaged
18 pain pills. The range was from 10 to 37.
Nobody took nore than that. Therefore, we
recommend you prescribe this anount. And their
reconmended anobunts were a decrease of 53 percent
of what people had on average just by their best
esti mate of what peopl e m ght need.

They also did sone brief training with the

patients where they said, if your painis mld,
t ake sone acetam nophen. |If it's noderate, you
m ght take an i buprofen or sonething like that.
And if it's nore severe, go ahead and take your
opi oi d.

Then they went back and foll owed up with the
pati ents who got these new reduced quantities, and
under those reduced quantities, only 28 percent of
the pills were actually consumed. So they stil
have 72 percent left over, and patients were quite
happy with their pain nmanagenent.

| think progranms |ike that where we actually
use sone data to informour prescribing

patterns -- | know in ny institution, | think well-
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i ntentioned surgeons were routinely prescribing way
nore. In this role, everybody wants to tell ne a
story about how they, their neighbor, their sister,
sonebody got sone huge bottle of oxycodone, took 7
pills, and had 110 |l eft, or whatever.

That happens a lot, and | think physicians
don't want patients in pain. They also don't want
to have to go through the i nconveni ence of having
to get sonebody a hard copy prescription,
particularly if you're in a center, whether it be a
rural center or an academ c center, where sone of
your patients are driving 100, 150 mles to cone
and see you. To have sonebody conme up short on
their pain nmeds is a real problem

Qur state is looking at -- and it's al nost
certainly going to pass -- limts on postsurgical
prescri bing, no nore than 7 days, and then for
acute pain, no nore than 5 days. W!'re going to
try to neet with sone of our legislators to try to
put sone flexibility into that because | think that
that's potentially a huge problem But we do need

to be thoughtful about the quantities and to use
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real hard evidence to try to nake these nunbers
nore concrete for clinicians. | thought that
that's sonething that could really be studied
broadly for any nunmber of different indications.
DR. HAVENS: And in that study, even wth
the | ower nunbers, al nost nobody refilled them

DR. GREENBLATT: Right. Virtually nobody

ran out.

DR. COVMPTON:. That rem nds us of plate size.
If you have a big plate, you eat nore. |If you have
a small plate, you still don't quite finish what's

there, but it's a snaller anount.

DR. GREENBLATT: Even with the big plate,
peopl e had huge quantities |left over. They weren't
just consum ng them because they had them And the
poi nt was that they now were in the cabinet, and
t hen potentially at risk for diversion.

DR. COWPTON: | was curious about the Indian
Health Service. In terns of your training, how
nmuch do you focus on acute prescribing versus the
| ong-term nanagenent of pain in the long-term

opioid pain patients.
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MS. COTTON: Most of our training is on the
|l ong-term There's not a huge focus -- and
Dr. Katzman can certainly correct ne if I'm
m sstating that piece on the acute portion.

| think with the CDC gui delines and those
bei ng i ssued, now we're shifting that focus to nmake
sure that we have policy that's in place for our
health clinics, nmaking sure that there's
directives, if you will, fromthe national
headquarters' standpoint that |local facilities need
to look into their acute prescribing habits as
well. And there's been |ots of feedback,
especially from surgeons, around how t hat woul d
wor k and what that would | ook Iike, and what are
the flexibilities and those things, in those
particul ar patient situations.

From our standpoint, we have set genera
guidelines in place that say in nost cases, 3 days,
and generally not -- or rarely over 7 days for
acute situations, but haven't set those in very
strict paraneters so that there is sone flexibility

for physicians to nake those decisions for
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i ndi vi dual patients.

DR. COWVPTON: | would point out that we are
seeing the option of partial fills of prescription.
Phar maci es have done that for years when they
didn't have enough pills. They'd only give you as
many as they had, and you' d cone back to get the
rest. But that new option for partial fills, which
was enabl ed by recent |egislation, mght provide
sonme new opportunities for a variation on this
theme that doesn't require patients to drive
300 mles for their new hard copy.

Carol, it looks |like you have a thought
about that.

DR. HAVENS: Actually, as long as they get
it filled where they live rather than where they
get discharged, then they still --

DR. COMPTON: That's right.

DR. HAVENS: -- have to drive back to get
the rest of it filled. They're just back where
t hey were.

M5. COTTON:. Which is a unique challenge for

I ndi an Health Service in terns of filling the
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medi cation at the site where they receive their
care. |If you live 150 mles, your option is to get
your nedication filled.

DR. COVMPTON:. | think this is a good
transition to our next topic, which is to focus on
uni nt ended consequences that may have occurred
because of either training or new practices or
requirenents in your clinical settings.

Have you seen any uni ntended consequences of
your training, particularly negative consequences?
We' ve focused on the benefits already, but what
about negative consequences?

COL BUCKENVAEI R | trained at the Uniforned
Services University that I'mworking at right now,
and | received no formal education whatsoever in
pain. Pain was always a synptom of sone ot her
di sease process, and if we figured out how to use
that system and take care of the di sease process,
then the pain would take care of itself.

| think the unintended consequence is the
rel egation of this healthcare problem this brain

di sease, chronic pain, into a backwater synptom
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t hat we can prescri be away. And the uni ntended
consequence is where we are right now

| think we need to elevate, which is
happeni ng -- the good news is, the newest specialty
I n anesthesiology. | consider nyself an acute pain
physician, and that's the newest subspecialty in
anesthesia. That's a preventative nedi ci ne space.

It has all the conponents of a disease
process in that it can be prevented. It can be
managed, and there are certain best practices for
dealing with those patients who devel op a chronic
condition. | think we need to start acting that
way, both as professionals, but particularly in our
educational institutions.

| recognize there's no nore roomon the
curriculum but we need to find roomon the
curriculumfor educating people in the science of
pai n and how to nmanage it.

DR. COWTON: Certainly, there is now a
classic study that docunented the nunber of hours
In pain training anong the U S. nedical schools

conpared to Canadi an, and then ne and a nunber of
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col | eagues have conpared that to the training hours
for veterinarian education. And it's pretty
shocking how little in four years of nedical school
we get training around pain evaluation and

treat nent.

It is estimated around 9 hours. |t may have
changed since the 2011 publication, but | don't
think significantly.

COL BUCKENMAEIR It's definitely changi ng
in our institution, rapidly.

DR. COWTON: | think USUHS as the nation's
nmedi cal school may turn out to be a role nodel for
many of your coll eagues in AAMC

O her suggesti ons around uni nt ended
consequences or benefits fromthe increased
trai ni ng?

DR CRAIG [|'ll just nake a comment on not
specifically training, but nore maybe negative
medi a. Dr. Wodcock yesterday tal ked about cancer
patients in the '80s refusing to take their
medi cine. Well, it's happening today, too, in

2017.
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Patients watch the news. | read an
editorial in the | ocal newspaper about this. | was
talking to a patient about why she needed to take
her nedicati on, a young cancer patient in her 40s.
She subsequently died. And behind ne on the TV was
anot her drug bust at an oxycodone pill mll in
Fl ori da.

So she'd refused to be kind of carved from
t hat stone and said, "lI'ma cancer patient, but I'm
a survivor. | want to walk away fromthat."

It depends on how you franme it. You have to
frane it in a positive way for patients so that
they don't feel afraid, that they feel encouraged,
that they realize it's an appropriate nedi ca
treatnent. Any training programmnust include those

el enents, not forgetting those patients |ike that

where it's extrenely necessary for them | think,
for their quality of life, |ike those young cancer
patients that | care for.

DR. COWPTON. Certainly while we've carved
out cancer and end-of-life care, sort of an

exception to any of the proposed rul es and
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gui del i nes, there are nmany other nedi cal conditions
that would fall into that category. The DoD
certainly has great experience in dealing wth

non- cancer but really serious |ong-term

l'i fe-threatening conditions, anong others.

O her thoughts about uni ntended
consequences?

DR. GREENBLATT: In terns of unintended
consequences of the training, | don't really know
of any in ny institution, but I would say in our
state, there's sone new requirenents for the
nmedi cal board to eval uate physicians, or PAs, who
are prescribing using certain patterns. Basically,
they took the top 1 percent. They're probably
going to go to the top 2 percent in ternms of the
vol une of patients receiving 100 mlligrans of
nor phi ne or the equival ent per day.

When the word went out that this was going
t o happen, those who were prescribing these very
| arge amounts were either releasing patients to try
to get under whatever they perceived the threshold

to be or were arbitrarily cutting people back to
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under 100. Onh, gee, | can't prescribe 150
mlligrans or nmore. |'mgoing to give you 95 so
that | don't get scrutinized.

| think there were many, many conpl ai nts
back to the nedical board about abandonnent or
I nappropriate prescribing, and I think we need to
be t hought ful about that.

| would say we haven't tal ked about
targeting yet, and | imagine we will. But you can
imagine if you require CVE only for individuals who
have, as they do in ny state, prescribed any
control substances within a certain anount of
time -- for us, it's three years -- what you m ght
find are people who are on the fence about it to
say, |I'mnot going to prescribe anynore because |
don't want to be bothered by the CME requirenent.

So if sonmebody was already on the fence, do
| really want to make that part of ny practice, or
do I just want to fragnent that, send those
patients off, they'Il say, well, forget it. |'m
just going to go off prescribing, so | no | onger

will have to do that CIME.
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| wonder. That's a potential unintended
consequence. | don't think it's one that 1've
personally seen, but | just worry. People are
anxious to -- this is a quote fromone of ny
col | eagues -- "flee the pain space," he says. W
don't want people to feel the pain space. And |'ve
seen sone data on our primary care physicians
wthin ny system The range of patients that they
manage with chronic opioids, many at zero; others,
iIt's 50 or 100. And the nunbers of referrals to
the pain clinic also has a simlar range, and you
can i magi ne the people who nanage the fewest are
providing the nost referrals.

| don't think it's good in a health system
that's already so fragnented to push further
fragmentation and to have sonebody get their cancer
care wth a cancer doctor and their pain fromtheir
cancer nanaged by a pain specialist. | just don't
think that that's what's good for patients. It's
al so not very cost efficient.

M5. COTTON: | think that we anti ci pated

seeing sone of that, and in our early prescribing
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data that we're |l ooking at in our analysis, we
don't see those big shifts, interestingly enough.
But it is very early in terns of when we started
requiring mandatory training and | ooking at that
data, so we only have a year and a half of data to
| ook at since we --

DR. GREENBLATT: But you said everyone had
to be trained, not just prescribers.

M. COTTON:  True.

DR. GREENBLATT: So there's no incentive to
get out of it.

M. COTTON:  True.

DR. GREENBLATT: You could say | don't
prescri be anynore, but you're still doing your
t rai ni ng.

M5. COTTON:. R ght, right. Then for us,
just | ooking at pain nmanagenent and the
fragmentation of -- and froma cul tural standpoint,
really working on the integration of bringing back
cultural interventions and traditional nedicine
practitioners, and pushing the system | think, for

many native people, the issue of having the Western
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medi ci ne and traditional native nedicine and the
separation, interestingly enough, pain nmanagenent
has brought that back to an interesting point in
t he conversation of making sure that we' re not
separating that, going back to things that we' ve
known have wor ked for indigenous cultures.

In a spinoff of that is also
nmedi cati on-assi sted treatnent. So when native
fol ks are practicing traditional nedicine or
cultural interventions, the education that we're
going to treat a problemthat started with nedicine
wi t h anot her nedicine, and havi ng that education
for the community as well as tribal | eaders and
health system | eaders has been a chal |l enge that
we' ve seen to make sure that folks are properly
educated on what that | ooks |like for fol ks that nay
have an opi oi d-use di sorder.

COL BUCKENMAEI R This is a fascinating
conversation and perhaps -- |'ve only been w thout
an ID card for 21 days in ny entire life, so
perhaps I'minstitutionalized. But I'msitting

here wonderi ng about this disincentive.
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The deaths that |'ve experienced in ny
clinical practice have been fromthese deadly
nedi cations. And so if sonebody is put off by a
few hours of education, do I really want them
prescri bing these drugs? So if this is a
di si ncentive for certain providers to get out of
this space, nmaybe they need to be out of this
space.

| understand what you're saying. | don't
think a pain specialist needs to see every pain
patient, and that's not what's happening in the DoD
or the VA. Primary care takes care of nost of the
pai n. Mbst of our products, the Joint Pain
Educati onal Program the DVPRS, is directed towards
that community. But if there's a person in that
community who can't handle a few hours of training,
t hen they certainly shouldn't be handling a patient
on these deadly nedicati ons.

DR. GREENBLATT: Qur pain clinic has a
9-nonth wait for next avail abl e.

DR GOOD: At the VA, that woul d nake

nati onal news.
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DR. GREENBLATT: That woul d be, right.

DR. COWMPTON: | think this is a segue to
hel p us | ook at our last topic for this panel,
whi ch is which specialty should be targeted? W' ve
heard a little bit of a variety froma coupl e of
exanpl es of where this is targeting in sone of your
| ocations, only those clinicians who have either a
state version of a registration to prescri be
control |l ed substances or sone variation on that.

So targeting those who are obviously witing
the prescription versus a broad-based approach that
targets everybody, and then | think a little
vari ety of opinions about how nmuch do we provide a
one-si ze-fits-all training versus how nuch can we
target it to different specialties and how
necessary i s that.

Who shoul d be targeted, and how shoul d, and
alittle bit of how often should we insist on

educati on?

DR CRAIG I'Il start. | think our
coll eges can be a target. | think that they would
probably disagree with that. | think that there's
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a lot that they can | earn, even sinple concepts
about opioid prescribing. Generally, they don't
get a lot on opioids just in general.

| think that that's a | ot of things that
could be done for themand if you nake it in a
mandatory way. Don't forget about the oncol ogists
and their needs.

Just back on one poi nt about unintended
consequences, | don't think the education woul d
have uni ntended consequences. | think news and
nmedi a has uni nt ended consequences. And when you
have a referral -- just think about ny cancer
center, we have a supportive nedicine clinic now
t hat oncol ogi sts can refer to. W see significant

referrals for just sinple stuff, oxycodone.

It's not the education. It's all the other
stuff. It's that the patients don't want to take
it. It's that they're sitting in the waiting room

to see you, and they're hearing all this crazy

stuff on the news. | think that that has nuch nore
I nfluence on -- just fromwhere | sit in this
cancer center, | think that has a nuch nore
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negati ve and uni nt ended consequence than any
educati onal programthat you can design.

DR. GREENBLATT: |I'mgoing to just offer ny
opinion here. | don't really have any concrete
data to back this up. But | just see in ny day-to-
day life, there's a huge diversity of what
physi ci ans do. There are many physicians who
mai ntain a |license who don't prescribe controlled
substances and really woul dn't be reasonably
expected to any tinme in the future. Mybe they're
engaged in research, or they're diagnostic
radi ol ogi sts, or whatever it is. To ne, it would
be burdensone to ask that everyone participate in
t rai ni ng.

| would favor targeted training towards
I ndi viduals who are likely to need it and make the
t rai ni ng sonet hi ng neani ngful and vi abl e and not
just a checkbox kind of thing. You did your 2 or
3 hours, or 4 hours, or 12 if you live in
California, but it didn't inpact you.

Let's make it high quality. Let's focus on

t he people who are going to benefit fromit, or

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

100

their patients are going to benefit fromit.

DR. HAVENS: |'d agree with the second half
of that comment, which is that | think it needs to
be targeted. The content used to be targeted
towards the attendees, towards the audi ence. |
t hi nk, however, everybody can benefit from
education on this. 1've said |I'm agai nst
mandat ory, but that doesn't nean |'m agai nst
educati on.

| think everybody woul d benefit. | think
even those people who are not prescribing see
patients who are on opioids, and it would be good
for themto understand interactions with the drugs
that they m ght be prescribing. 1t's good for them
to understand the effect that opioids m ght be
having on their other di seases or other issues that
t hey m ght be dealing wth.

So even if they're not prescribing, it would
be hel pful 1 f they understood sone basic
i nformati on, some basi c know edge about opi oi ds and
pai n managenent .

The second thing I would say it's not just

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

101

prescribers. To be really effective in this, it
takes a village. |In our practice, getting our

nmedi cal assistants and our nurses involved in this
has nade a huge difference because they can help
rei nforce the sane nessages that the physicians are
gi ving about realistic expectations and about
setting goals and about other options.

Since we're all disclosing here, I'mal so
certified for bupre. | actually amcertified in
addi cti on nedi ci ne and have been practicing nostly
addi ction nedicine for the last 20 years. And I'm
quite convinced that many of ny patients -- and |
still see famly nedicine patients -- cone to see
my nedi cal assistant, not nme. And |'mperfectly
okay with that, by the way. And havi ng ny nedi cal
assi stant be on the sane page that | amw th
managenent has made a huge difference.

| think that if we really want to nake a
difference in patient care, we need to educate as
many peopl e as possible. That includes as nany
peopl e as possi ble, and that includes everybody on

the team and the patients.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

102

COL BUCKENMAEIR 1'd like to agree with
Car ol .

DR. HAVENS:. Thank you.

COL BUCKENMAEI R: | think this issue, if
It's just focused on prescribing, maybe that's the
confusion, and then you're allow ng yourself to
pi geon hole just into prescribers. | don't think
that's what this training should be. | think a
conponent of the training should deal with
prescri bi ng.

A much | arger portion of this training needs
to deal with the national health crisis, which is
pai n, and hel ping all of our providers, doctors,
nurses, and ancillary personnel, heal thcare
personnel, learn how to deal with this issue
effectively.

So whet her or not you prescri be doesn't

necessarily nmean you're not in the pain space. As

a nedi cal hobby, I'm an acupuncturist in Maryl and.
I work with ny wife -- actually, work for ny
wfe --

(Laughter.)
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COL BUCKENMAEIR  -- like I have all ny
life. I1t's her massage therapy business, and | do
her acupuncture; very effective together.

| specifically tell ny patients, "I am not
acting as your primary care provider, and | wll
not prescribe.” But I'"'mstill working very solidly
in the pain space. And while |I've becone a
painiac -- and I had no intention, the war did this
tonme -- | think every provider who does anyt hing
Wth patients is going to have to deal wth pain.
It's a fundanental human experience.

So I think we need to use this opportunity
to provide that training. And | agree, it's not
enough just to teach ourselves. There needs to be
a program if there's investnent here, in educating
t he public.

DR. GREENBLATT: What if soneone's a
di agnosti ¢ pat hol ogist? They spend their whol e day
| ooking at slides. They're really good at it.
Maybe they do sonme research, but they really just
don't work with patients, don't manage pain --

COL BUCKENMAEIR Is he in the famly?
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DR GREENBLATT: Let's say —
(Laughter.)

COL BUCKENMAEI R The reason -- you're

tal ki ng about -- the answer is when | say |I'm an
MD, | don't get to qualify that. |[|'ma physician,
and so | take the whole jelly roll. And |I'm asked

questions fromny nother |ike |I'm an oncol ogi st
like "'ma radiation therapist, and |I'm asked
questions like this all the tine.

So while I'm always qualifying that and
saying, look, I'mjust a stupid anesthesi ol ogi st,
but I know who you need to talk to, I"'mstill
provi di ng educati on as a physician, which as
physicians, that's our prinmary role, educating our
pati ents about their own health.

So | think we need to use this opportunity
since we've created this problem W've nmet the
eneny. It's not the drugs. It's us. W did this.
And let's be very clear about that. |If you're a
heal t hcare provi der out there, you have just as
much cul pability as | do. W did this, and so we

need to fix it. And that neans all of us.
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Whet her or not you're a radiation oncol ogi st
or a pathol ogist, you need to at | east have sone
basic i nformati on about what the nedical doctrine
is on pain so that that nessage gets across to our
patients, so our patients aren't frustrated wth
pain and their expectation is to |leave with a
prescription for Percocet, and they | eave with a
prescription for physical therapy and nassage and
acupuncture, which the Asian countries have been
doing for forever.

So | respectfully think that, yeabh,
everybody needs to have this.

DR. COWTON: | do think we're clearly
hearing that because of the nature of the crisis,
both the pain and the consequences of that, we're
hearing an all - hands-on-deck nmessage from at | east
one of our panel nenbers. But we have heard a
little bit of disagreenent in terns of mght there
be certain areas that really are |l ess of a
priority.

DR. GREENBLATT: W don't like to be

r egul at ed.
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MS. COITON: And as the sole nurse on the
panel -- like yay that I'mhearing that -- we don't
mandat e that the education that we provide -- we
don't nmandate that for nurses in our workforce.

But interestingly enough, when we | ook at the data,
tons of nurses have taken that training.

So that's really prom sing, and now that the
conversations are shifting about is there specific
trai ni ng outside of what we're providing al ready,

t hat shoul d be geared toward our nursing workforce
as wel | .

DR. COWPTON: Any sense of how frequent a
training mght be needed? W're sort of dealing at
the edges of is it required, should it be required,
how woul d we inplenent it? How many hours are
sufficient, either at baseline or on an ongoi ng
basis for this?

Any t houghts about i1t? M head is sw nmm ng
alittle bit of, well, it kind of depends on what
specialty and how nany patients you see, and the
conpl exities of what your continui ng educati on

ought to be generally.
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COL BUCKENMAEI R The DoD deci ded 2 hours
every three years, and no thought went into that.

(Laughter.)

DR. COMPTON: That's honest, a highly
enpirical approach to 2 hours every 3 years.

COL BUCKENMAEI R That's what the fol ks
t hought they coul d stand.

DR. GREENBLATT: | think it's pretty clear
that there are changes that are happening in the
pai n space, but that al so that perfornance
deteriorates over tinme. So one tine, absolutely
not. How often, | would think every 2 to 3 years
woul d be reasonable. Two hours seens awfully
short.

COL BUCKENVMAEI R | agree.

DR. COWPTON: Yesterday, there was at | east
one person that discussed a 5-hour training. That
was nore than |I've heard ot her peopl e suggest.

MS. COITON: That's Indian Health Service.

DR. COVMPTON:. Carol, you look Iike you have
a thought.

DR. HAVENS: As | said yesterday, one
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intervention is no intervention. So | think this
needs to be multiple interventions over tine, but
I'"mnot sure that that translates to a 2 hours
every 3 years, or 5 hours every year, or anything
el se.

| think there needs to be reinforcenent,
frequent reinforcenent. That can be in ways other
than classic CME activities. | think we can | ook
at options and alternatives. | don't know that we
can say how many hours and how frequently.

DR GOCD: | agree. | don't think you can
say how nmany hours. But | do think that it would
be trenmendous for health services researchers to
| ook at the type of intervention, and for nandatory
education to try, to find out what it is that works
best and m ght have a | asting inpact on
prescri bi ng.

| think it is a study-able question. |
don't think it's easily studied just based on
observational data. | think you would have to have
sone t houghtful study where you woul d | ook at

different types of educational opportunities, and
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maybe a one-size-fits-all approach versus a very
targeted approach. | don't know | think there is
lots to be | earned fromthat.

DR. COVPTON. Well, please join ne in
t hanki ng our panel for what's been | think a lively
and useful discussion.

( Appl ause.)

Questi ons and Answers

DR. COVPTON. W do have the opportunity for
questions fromthe audi ence at this point.

Dr. Harris?

DR. HARRIS: Good norning. Patrice Harris,
chair of the board. And in the spirit yesterday, |
don't think |I have a question, but |I have three
suggestions for going forward for this group since
we have thought | eaders, of course, in this room
and fol ks that are thinking hard about this issue.

The first is | just agree wth your | ast
poi nt regardi ng who knows how nany, and it wl|
depend. For that reason, | think -- and this
shoul d cone as no surprise to you, that | think

t hat speaks to a nore local solution that can
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assess and reassess, and have the ni nbl eness to
change when sonething isn't working. So I'Il just
t hrow t hat out.

The other thing that you-all pointed out
today so well in this panel is how conplicated this
I's, how many factors, how many | ayers, and you even
started tal king about segnents, which | think we
don't hear a | ot about, the fol ks that are naive at
this point versus folks that are chronic.

The other segnent that | think is not often
di scussed, particularly in these conversations, and
l"maguilty of this, we often have m ddl e-cl ass
conversations about these and ot her issues when we
get together.

So we say, and I'mincluding nyself in this
group, we all agree that physical therapy is a
great alternative, evidence-based, but physical
therapy may require three visits, and there are
fol ks who can't get off fromwork. You did raise
t he transportation issue.

So | just raise that as anot her segnent that

we have to make sure that we watch our m ddl e-cl ass
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conversati ons.

Finally, I want to say sonethi ng about the
conplexity of the conversation regarding pain, and
you' ve nade that point, and the words that we use,
"Il just say "targeted,” and this is not a
criticism take this in the spirit that it's given.
But we do have to watch our | anguage.

We shouldn't target folks. W should
support those fol ks who need that nore support. |
t hi nk we should be really careful about that if we
want to bring folks in for behavior change. 1"l
even say what's m|ld surgery, and you shoul d have

mld pain after this surgery.

Il will just give you a quick persona
exanple. In the span of three years, | had two
surgeries, one mld -- and this is even ny
definition -- and one mgjor. | had nore pain with

the mld procedure than | did with the nmajor
procedur e.

So pain is conplicated, biopsychosocial. W
can't really nake assunptions regarding the type of

surgery or even the person. | just want to make
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t hose points. Thank you.

DR. COMPTON: Thanks very much.

MR, TWERSKY: Larry Twersky. Questi on,

t al ki ng about mandatory education, and it seens
like it's alittle bit flipped that we want to give
mandat ory education to the providers in hopes that
it trickles down to the patient.

What about nandatory education for the
patients for 5 mnutes |local and that we build a
curriculumto support that 5-m nute video before
sonebody -- like Dr. Chester nentioned, | go on
Virgin Airlines. | love their 2-mnute video on |
have to know how to put a seatbelt on, know ng that
| amless likely to die in that than |Ii ke we just
t al ked about the pl ane crashes happeni ng.

G ving patients the alternative to see a
video that is approved by the groups and nmaybe
I ndi vi dual i zed based on the specialties, and then
build an education that's mandatory around did you
have questi ons about that seens |ike a better way
to distribute.

Then by all neans what | still believe is
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patients need the tool to dispose nedication right
after the tine it's done and maybe even make it
illegal after a certain anount of days to keep it
so that they know that they have to get rid of it.
Because we're trying to treat third-party injuries
and not first party, which is what you're tal king
to the patients about.

|*d | ove your guys' opinion about nmaybe
t hi nking about it in reverse. Wat do the patients
need to know, and then how do we deliver it to them
In an exceptional way every single tine so that
they -- like you said, if they knew 10 years ago
that this was going to be the case, maybe they
woul d have nade the three trips to the physical
t herapi st. Maybe they woul d have nade a different
choice after that.

| want to ask that question to the group.

COL BUCKENMAEI R The DoD along wth the VA
actually created a video called "Understandi ng

Pai n,"” which we shanelessly stole fromthe
Australians, wth their perm ssion, of course. W

understand in many of the VA institutions, nmany of
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our institutions, that video just runs in various
clinics. It's spreading into civilian clinics.

So that's an exanpl e, again, on a whol e host
of videos that you can find at our website
dvci pmorg. You already own this naterial.

| think it's an excell ent suggestion, and
"1l just finish. | would have been far nore
pl eased to see a 30-second spot based on sonethi ng
li ke that during the Super Bow than the commerci al
about ny consti pation because | have to take ny
opioids. Those sorts of things need to be
addr essed because right now the nessage is
conpletely controll ed by the pharnmaceuti cal
conpani es, and we're silent, and that's a problem

DR. COMPTON: Over on that side next.

MR. BRENCE: Just to second his point, there
actually is sone evidence regardi ng educating
patients. There was a 45 percent cost savings --

DR. COWPTON: Could you introduce yourself,
pl ease?

MR. BRENCE: OCh, Joseph Brence, Anerican

Physi cal Therapy Association. But there is good
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evi dence that is cost savings and i nproved outcones
when patients do get an educati onal piece.

My question is nore along the lines, |I'm
hearing a divide up here. Do we educate
prescri bers on opioid education or pain education?
| want to hear the consensus on if we're going to
mandat e any type of education, is it pain
educati on, opioid education, or both?

| think that anybody here who al so does pain
physi ol ogy research understands that over the past
15 years, we've |l earned nore about pain than we
ever knew before. To Col onel Buckenmaeir's
point -- | butchered your nanme. Sorry.

COL BUCKENMAEI R d ose enough.

MR. BRENCE: Okay. W now know that it's
nore than the tissues of our body. It's a
bi opsychosoci al experience, right? But we still
see our coll eagues diagnosing arthritic pain or
kind of blam ng the tissues of our body versus
under st andi ng t hat conpl ex experi ence.

Shoul d the education be on pain, opioids,

both? | didn't really hear a consensus fromthe
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gr oup.

COL BUCKENMAEI R Take a vote?

(Chorus of boths.)

DR. COWPTON: | think everyone said both. I
t hi nk there was consensus.

COL BUCKENMAEI R  1've been called far worse
bef or e.

(Laughter.)

M5. CHRI STOPHER |I'm Myra Chri stopher, and
| hold the Foley Chair in Pain and Palliative Care
at the Center for Practical Bioethics. | want to
comrent about your comment, Dr. Conpton, about
end-of-life care and cancer pain being exenpted as
we' re devel oping policies and curriculum and so
forth.

| have spent 40 years of ny |ife working on
end-of-life care. About 15 years ago, | becane
conpl etely convinced that those who live wth
chronic pain on a daily basis have a greater burden
to bear than do those who |ive knowi ng that their
life wll soon end. Those who are in the dying

trajectory know that relief will conme and the end
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Is in sight.

| al so am an ovarian cancer patient. | am
in remssion, and | amvery grateful to be in
rem ssion and intend to be in rem ssion for a very
| ong ti me.

These exenptions that | keep seeing pop up
are so offensive to nme because it's all about
politics. It has nothing to do wth the science of
pain or how we address this issue or the addiction
I Ssue.

| really want to make a personal plea that
we're very m ndful of the politics of all of this,
and as we can, we try to strip it out of this
di scussion because | think it's very detrinental.

DR. COWPTON: Thank you for taking ny bait
and being wlling to address sone of the issues
about how do we carve out different areas for
I nterventi on and what are the actual appropriate
boundari es.

Any comments or thoughts with that really
I nteresting comrent ?

DR. GREENBLATT: | do think that a different
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approach i s appropriate for soneone who's at end of
life than for sonmeone who's not, but it doesn't
nmean that those providers don't al so need training.
For exanple, we put a |lot of enphasis in our work
at Duke on risk assessnent. Well, if sonebody has
a high risk for becom ng opi oid dependent or

m susi ng opi oi ds but they have stage 4 |ung cancer,
| don't care. That person needs analgesia to
function and have a decent quality of life. They
shoul d get it.

But there's plenty of cancer patients who
are going to survive long-term The CDC gui deli nes
specifically exclude cancer patients. | think that
that's a m stake, and at the end-of-life care, we
need a different approach. But it isn't a free-
for-all is acceptable.

DR. COWPTON: O her comments? That was very
wel | stated. Over here?

MS. HARDESTY: Hi . |Ilana Hardesty, Boston
Uni versity. This is probably nostly for the
non- gover nnent f ol ks.

Yest erday, we tal ked a | ot about how one
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m ght incentivize if the education is kept
voluntary instead of mandatory. |'mwondering if
you-all have a sense, a position, on the role of
the nmal practice insurers in ternms of giving sone of
t hose i ncentives.

DR. GREENBLATT: Like nmy 16-year-old getting
a break on driving insurance if he took driver's
ed? I'mnot sure that that's a strong enough of a
driver. | think probably the difference in overal
risk for an individual who's had or not had opioid
safety training may not be big enough to drive it.

It'd be interesting to talk to sonebody from
the insurance i ndustry and see do they see any
di fference and could they share some of that back
with the provider. And many of us don't even pay
our own nul practice anyway. |It's covered by our
institution. Mre than half of doctors are
enpl oyed by | arge organi zations, so it may not
work. Interesting idea.

DR. COWPTON: O hers?

DR. KATZVMAN. H there. Joanna Katzman.

Thank you so nmuch for your discussion.
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Just a couple comments. As you know i n New
Mexi co, we've had mandatory training since 2012,
and the Indian Health Service has had mandatory
training since January of 2015. No clinician with
prescription authority has been excluded, and |
agree with Myra Chri stopher and many on the panel
that this should continue.

| strongly believe that. Wether you're a
pat hol ogi st, a radiol ogi st that does not prescribe
or see patients, you're a physician. You took that
pri mum non nocere oath when you graduated from
nmedi cal school, or you took the simlar oath when
you graduated from nursing or dentistry school.

You m ght be a parent. You mght be a
brother, a sister of a relative. There's very few
people in the audi ence that does not know sonebody
who has either chronic pain or an opioid
subst ance-use di sorder. W've had no pushback in
New Mexi co or the Indian Health Service wth having
everybody take the training.

Just another comment in terns of the hours

for the commttee, Dr. Conpton, is what we' ve seen
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because we've been doing this for so long since
2012, is that we had 5 hours initially upfront.
The licensing boards, whether it's the New Mexico
Medi cal Board, the New Mexico Board of Nursing,
Denti stry, have now adopted their hours particul ar
to what their needs are.

After we had the initial 5 hours of what we
t hought was just what they really needed to get
primarily enphasi zing pain, which Trip Buckenmaeir
enphasi zed, pai n managenent, non-phar nmacol ogy,
non- opi oi d phar macol ogy, screening for addiction,
and then a little bit about safe opioid
prescri bing, which we all know is actually nuch
easier than all the other el enents about pain
managenent -- but what you can do as the years go
on if you have a 2- or 3-hour mandatory training,
the next 2 or 3 years, you can divvy it up. You
can nmake the elenents a little bit different.

If you're going to continue doing this, and
we need to, our country is burning down |ike you
guys have said with junbo plane crashes tw ce a

week, but you can change the el enents of the
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training every two years so that you get the needed
parts as we're noving into different el enents of
what we need to |l earn. Thank you.

M5. GAINER Hi. I'mKara Gainer. |I'mwth
t he Anmeri can Physical Therapy Association, and ||
just be expanding a bit in ny own words what ny
col | eague had sai d.

As di scussi ons evol ve --

DR. COWTON: If you can help frane this as
a question a little bit.

M5. GAINER  Sure, yes. [|'Ill just say one
qui ck statenent. So as di scussions evol ve on
whet her prescri ber training should be mandatory or
voluntary, | would inplore the governnent and ot her
st akehol ders to al so discuss in nore depth what the
content of that training should be. Sonme of the
panelists did nention the inportance of
alternatives to opioids and how barriers to access
nust be lifted, but | have concerns that despite
this recognition, which |I presune extends beyond
this room the primary focus of pain managenent

educati on and prescriber training continues to be
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on how to safety and conpetently use opioids in the
treatment of chronic pain.
| guess ny question is to what extent within
each of your organizations are you providing that
education on alternatives to opioids. | inagine
you m ght be al ready, but how can we expand t hat
nati onwi de? | just would appreciate your thoughts.
COL BUCKENMAEI R | just want to make one
comment. W don't train as alternatives to
opioids. Qpioids are a vital conponent of what we
do in the DoD. W |ook at these as conpl enentary
parts of a multinodal plan and training in our
providers on how to effectively use all of these
t ool s appropriately dependi ng on the patient.
Somet i mes opi oids are going to be an
I mportant part of that plan if you just had both
your |l egs blown off. Sonetimes they won't if
you' ve just had a nuscul oskeletal injury.
As was pointed out earlier, |anguage does
matter. The nonent | say to one of ny surgeons,
this is an alternative. They go, oh, then let ne

do what |I'mgoing to do, and then you can go do
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that stuff that you call alternative.

The things that physical therapy and nassage
and the rest is not alternative. It needs to be
front and center like it is in so many other
cultures. | think that's one of the chall enges and
the reasons why the National Center for
Conpl ementary and Integrative Health changed its
nanme to unburden itself fromthat word
"alternative." Thanks.

DR. COWTON:. O her comments?

DR. GREENBLATT: 1'd |like to nmake a comment.
One challenge to the idea of pointing to
alternative -- I'msorry -- other primry neans of
managi ng pain other than opioids is it tends to be
syndrone specific, and what works and what doesn't
work isn't the sane. |If you only have a few hours,
what works for a mgraine, what works for back
pai n, what works for arthritis, these things nay be
vastly different.

If you' re giving a CVE, whether it be
online, face-to-face, or whatever, it's very hard

to include all of that. Certainly, you' d want to
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address the idea that opioids shouldn't be your
first choice. Oten, they're nuch further down the
list, but it's hard to get into the weeds.

In the stuff we've done, we try to avoid
that. Certainly, | do a lot of training with
nmedi cal students, residents, and we very often talk
about what are the eight things that are proven
effective for chronic | ow back pain. W should
really try to get through that |ist before we even
t hi nk about opioids for this person. That's a
better place to teach that kind of detail.

DR. COWPTON: | see that we're about out of
time. | want to give our panelists -- see if
there's any other burning concepts that we've
m ssed in the last hour and a hal f.

(No response.)

DR. COWPTON: If not, then | want to ask
everyone to join ne in thanking our panelists for a
| i vely discussion

( Appl ause.)

DR. COWTON: If | read the schedul e

correctly, we are on break for about 15 m nutes.
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W will see you at 5 to 11:00.

(Wher eupon, at 10:37 a.m, a recess was

t aken.)
Pati ents and Consuner Advocates
DR. EGCERS: As we nake our way to our
seats, |I'll get started. M nane is Sara Eggers,

and | amin the Ofice of Program and Strategic
Analysis in the Ofice of Strategic Prograns within
the Center for Drugs wthin CDER

| want to thank you-all for comng. | have
| ear ned a trenendous anount from our discussions so
far. | don't think day to day about opioids
necessarily. Wy | think I'"mhere to help is
because |I"m part of FDA' s Patient-Focused Drug
Devel opnent initiative, which is an inportant
initiative that FDA has done for the past four-plus
years now to really do what | hope we're going to
do today through this session, which is a chance to
focus the di al ogue on the people who have a real
stake in everything that is going on, the people
who deal with pain on a daily basis, the people who

need pai n managenment on occasi on, the people who
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are at risk of opioid use disorders, and the people
who are suffering adverse events of opioids and
I mpact of opioid use disorders.

So getting the perspectives from our panel
menbers to really focus on the people involved, |
think that's what we're going to be doing in the
next session, hearing your perspectives from what
you' ve heard today and yesterday, from your
per sonal experiences, your experiences in your
organi zati ons from what you hear from your
consti tuents.

| look forward to our discussion, which is
focused on training. I'll put out the disclainer
for ny panelists. Sone of these questions, this is
the first tinme they' ve seen these questions, the
first one in particular. W are having a
di scussion that builds on what we've heard
previously and tries to address what is really the
goal, what are we trying to get out of training. |
think that one will build very nicely on the panel
t hat just preceded us.

The second question, focusing nore on
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prescriber training required and what the |ikely
and potential effects of that may be on patients
and caregivers. And then as we have tine, we can
nove i nto ot her questions, |ooking, for exanple, at
what's the role of patient stakehol der groups and
pati ents thensel ves in addressing the educati onal
needs.

That's what we hope to cover in the next 73
mnutes. W' Il then have a Q%A sessi on.

As we go through our introductions, we'll go
down the line in our introductions of your nanme and
your affiliation, I'"malso going to give you a
chance to provide one burning question.

"1l ask you to keep it very brief and in
the formof a question, but what's the key question
t hat has been on your mnd? It's on your m nd
right as we start this. Even if we can't answer it
now, we mght be able to answer it in the | ast
session, but what's still on your m nd?

W'll start with Myra.

MS. CHRI STOPHER: First of all, | want to

say that | thought the | ast panel was just
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f abul ous, and |I'm delighted to have an opportunity
to be here.

| said in the Q%A after the | ast session,
amat the Center for Practical Bioethics. | hold
an endowed chair in pain and palliative care, and I
direct a national alliance called PAINS, which was
forned i mmedi ately following -- actually just
before the release of the IOMreport "Relieving
Pain in Anerica."

| had the opportunity to serve on that
conmmttee, and | al so have had the privil ege of
serving on the NIH i nteragency pain research
coordinating conmttee, and in that capacity,
serving on the oversight conmttee for the
devel opnent of the National Pain Strategy report.

The burning question | have -- and it
actually cane to ne yesterday norni ng when we were
Iin the introductory phase of the neeting, that as
the -- | think there were six or seven goals of the
FDA's strategy that were articul ated, and there was
no nention of inmproving chronic pain care anong

t hose.
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| think unless we begin to try to pull
together all the work that has been done over the
| ast six years that's culmnated in the Nationa
Pain Strategy report with all the work that is
bei ng done, we have no chance of bei ng successf ul
on either front.

So ny question is, why is it that in this
context, it was only really until the | ast panel
t hat we heard anyt hi ng about the relationship of
these two public health issues and the inportance
of addressing themif not in an integrated way, at
| east in tandenf

DR EGCERS: GCkay. Thank you. [I'Ill go to
Mari a.

DR. LONE: Hello, everyone. M nane is
Maria Lowe, and |I'm here representing
Pati ent sLi keMe. W are an online patient-powered
research network that currently is hone to a
community of over 500, 000 patients, tracking their
experience with nore than 2700 different disease
states. Qur goal at PatientsLikeMe is to help

patients inprove their lives through the collection
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of new know edge from shared real -worl d experiences
and out cones.

My professional background is that | ama
phar maci st by training, but | work every day to
revi ew pati ent experiences and help themtransl ate
what's going on in their lives to structure data
t hat can be used for neani ngful research.

| think what really occurs to me as ny
burni ng question is a two-part question. Wat are
we doing to enpower patients as partners throughout
this process al ongside any required or nandatory
prescri ber education? And what are we doing to
eval uate outcones that matter to patients? And
bui | di ng on what Myra just nentioned, we need to be
| ooki ng at overall inmpact on pain and care
managenent for these patients, and | haven't heard
much about that, either.

DR. EGCGERS: Thank you. Penney?

M. COMMN.. Hi. M nanme is Penney Cowan.

' mthe founder and CEO of the Anerican Chronic
Pai n Association. |'malso on the board of the

International Alliance of Patient O ganizations.
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serve as the secretary. | started the
I nt ernati onal Pain Managenent Network. [|'mon the
IPRCC. | was part of the National Pain Strategy,

co-chair of the public education and communi cati on.
Essentially what the American Chronic Pain
Associ ati on does, and what |'ve been doing for
37 years, is reaching out and educati ng peopl e
about a bal anced approach to pai n nanagenent,
real ly hel pi ng peopl e becone an active partici pant
rat her than a passive patient in their care. It's
really inportant to hear the voice of the person.
One thing | renmenber hearing the first tinme
| went to a neeting at the International Alliance
of Patient Organizations, they said, "Nothing about
us without us,"” and that has stuck with ne forever,
not hi ng about us wthout us. | |ove that statenent
because it's very true.
| was thinking on the panel that was up here
before, there should have been a patient on that
panel. There shoul d have been one on every panel,
I think, to have our voice in there, because if we

don't have it fromthe very beginning, then there's
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a real issue.

| al so was thinking back thinking about
this, and there was a declaration in Mntreal back
i n 2006, the International Association for the
Study of Pain, and it says, "Access to pain
managenent is a basic human right." One of the
comrents was "a major deficit in know edge of
heal t hcare providers regardi ng the nechani snms of
t he managenent of pain.”

I'"msitting here listening to all this today
and t hi nki ng, okay, so we're tal king about
educati ng providers. W' ve been tal king about it
for a long tine. And ny question is -- and | was
wondering, especially listening to the panel today,
so we do all this education, but howis it actually
put into practice? Wat does each one of those
i ndi vi dual providers do?

Do they actually take that time, talk to the
patient? Do they have any understandi ng of what's
going on with them what it's really like to live
wth pain? Do they understand what that is?

| think part of the problem just to throw
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this out, is the fact that they don't have the tine
because they're not being reinbursed for that tine
to give that kind of treatnent and communi cati on
that they need for their patients. So ny question
I's what do they do?

DR. EGCERS: What do they do?

M5. COMN: Wiat do they do with the
trai ni ng?

DR. EGGERS: Then we have Teresa.

M5. CARR H . |I'mTeresa Carr. |I'ma
senior editor wth Consuner Reports. Specifically,
I work in our best buy drugs group. I|I'min a
grant - funded position.

One of the things | do is | wite about
medi cati ons and safety and the efficacy. For
exanpl e, the June cover story for Consunmer Reports
is online now It's on back pain, but it focuses a
| ot on nondrug therapies and those approaches. W
try to bring that out while at the sane tine, of
course, reporting on opioids.

The other things that we do is we have a

public health conponent as part of our grant
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funding. So for exanple, right now, we're working
wth the VA in Mnneapolis. W talked about Aaron
Krebs' research earlier. W're working with them
to devel op sonme educational nmaterials, and we've
been doi ng sone focus group work with patients as
wel | as providers.

In terms of | think for nme, the essenti al
question -- and | hope that gets addressed here, at
| east by the end of the day, sonething that has
been thought about a lot -- is we've all agreed
upon there's a consensus that the opioid epidemc
is a huge, huge, huge problem W know t hat
91 people dying a day is an enornous problem

There's a | ot of stakeholders at this point
working on it. |1've talked to a |lot of these
people, and |I've heard over the | ast day and a half
about people that are working on it. A lot of
peopl e are working on it.

From ny perspective, the question | would
ask is, for the consuner, how can we bring sone
consistency to what they are receiving in ternms of

their care? Now, there's going to be variation in
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care; there's going to be variation in consumer
needs. But there should be, | think, sone
consi stent nessaging we all agree on regarding
opi oid prescribing, and for people who are not
prescri bers for people who are treati ng peopl e who
taking opioids, that are at least -- so all of us
i n the heal thcare system have sone very consi stent
nmessagi ng. That's what | would hope that we woul d
achi eve.

DR. EGCGERS: Thank you, Teresa. And Jan?

M5. CHAMBERS: Hi. M nane is Jan Chanbers.
' mthe founder and president of the National
Fi bronyal gi a and Chronic Pain Association. W
f ocus on educati on, advocacy, research, and
support. |'ve served as a working group nenmber on
the National Pain Strategy to develop that. | was
on the service and delivery working group, and then
I was al so honored to work on the Federal Pain
Research Strategy, which is just now comng to a
finish, and then working there in the transition
fromacute to chronic pain to basically develop a

bl ueprint for the research for the United States.
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My concern, ny alarmis up here after these
meetings and the recent events, and so ny comments
are a little bit strong. | feel that
the -- especially the different agencies, the
f ederal agencies who are naking policies and the
different service providers that they rely on or
are giving themrecomendati ons are conpletely out
of touch wth patients.

Ther e have been no assessnents, no nati onal
assessnents that have been di scussed as a main too
to measure how are people wth chronic pain doing
and what do we do as they transition fromacute to
chronic pain. W!'re only neasuring the opioid
m suse and abuse.

My concern is that the policy is ignoring
and actual | y havi ng an uni ntended consequence to
cause torture to mllions of people, the fear of
pai n, the experience of severe pain. And when |
tal k about the disabling chronic pain, |I'm not
t al ki ng about people with comrmon chronic pain
ailments. |1'mtal king about people who can't get

out of bed, people who can't work, people who can't
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help their famlies.

This kind of brain-seizing pain is the pain
that we need to focus on. This is what our
prescri ber education needs to understand. This
often | eads to suicidal ideation. W know from our
nati onal surveys by our organization that 27
percent of patients when they don't have access to
pain relief, some kind of nedication or treatnent,
t hat 27 percent of them are considering suicide as
a way out. This is alarmng.

So I'mreally looking forward to the
di scussion that we're going to have here, and |'ve
appreci ated everybody's comments that we've had so
far. Thank you.

DR. EGCGERS: Thanks, Jan. G eg?

MR WLLIAVS: H. I'mGeg Wllians. [|I'm
t he co-founder and executive vice president of
Faci ng Addi ction, a national nonprofit organization
t hat has brought together over 575 | ocal, state,
and national groups fromthe prevention, treatnent,
recovery, harmreduction, and research advocacy

space on addiction issues, broadly.
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I'mal so a person in long-termrecovery.

For ne, that neans | haven't used al cohol or other
drugs in over 15 years, specifically have not

m sused an opioid in over 15 years, and as a
result, nmy life has gotten a whole | ot better.

I"mreally privil eged and happy to be here
with you-all on behalf of so nmany famlies of | oss.
Many of our stakeholders are famlies of | oss and
fol ks in recovery.

Peopl e are very concerned about the | ack of
know edge that they've received in doctor's offices
and in healthcare settings, in enmergency
departnments, around the intersection of addiction
and opi oid pain nanagenent prescribing, nmeaning
t hat we know today -- the surgeon general released
the first ever surgeon general's report on al cohol,
drugs, and health just |ast Novenber. And we know
t oday sone of the very key risk factors of
addi cti on.

Broadly, we often tal k about m s-prescribing
of opioid pain nedication, but what we're not doing

I's acknowl edging there's a risk factor and a group,
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a population like nme, famly history, famly

hi story of nental health, early onset of use of

al cohol or marijuana, early use in adol escence, al
of these issues that we can predict who m ght
actually have and devel op a problemw th opi oi ds
versus a popul ation that m ght not have that sane
ri sk factor.

That's the question that 1'd love to talk
nmor e about and raise today, is how prescriber
training can address the msinformati on and the
| ack of information from prescribers on addiction
I ssues.

DR. EGCGERS: Thank you very much for your
questions. | think everyone in the roomwl|
notice that these are peopl e-focused questi ons that
are stemmng fromthe people who Iive every day
wth pain or the inpacts of treatnent.

Let's nove and very nuch in this session be
sol utions focused and address the first question.
It's really inportant to hear your perspectives
fromyour |life experiences and fromwhere you're

com ng about what is the solution, what's the goal
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of prescriber training on pain managenent and the
saf e use of opi oids.

"Il open it up to see if anyone wants to
start, and then we'll build on that. Penney raised

her hand first.

M5. COMN:. | think one of the biggest
problens -- and this is probably across
nmedicine -- is that providers are comuni cati ng on

one |level, and patients are hearing on a different
| evel. When they're telling us instructions,
what ever, are we really hearing what they're having
to say?

| think part of it again is the tine that
they have to talk, and they're not asking what is
t he expectation of this treatnent. | think if they
began to ask -- the goal of pain nmanagenent is to
I nprove quality of life, reduce suffering, and
I ncrease function. That's the goal of pain
management .

| don't know that they're asking
expectation. |'ve talked to, obviously in the | ast

37 years, lots and |ots of people, and we' ve j ust
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finished -- we were awarded the PCORI grant, and it
was all around people's expectation. They worked
wth their primary care, and they just asked the
goal of pain nanagenent.

It was really interesting because what the
peopl e said was one person wanted to go fishing
agai n. Another wonan just wanted to wal k up the
stairs to go to her studio to paint.

The problemis |I think providers think that
we want our pain 100 percent gone when, in fact,
that may not be our goal at all. It's to have a
better quality of life. W hear all the tinme, "I
want ny |ife back."

| think that in sone sense, they're thinking
get to zero pain, and I think I'"ve heard that
before, where, in fact, there's always going to be
sone | evel of pain, no matter how good the
treatnent is. But | also think that in that
training, if we don't do a bal anced approach to
pai n managenent, and if all we ever train themis
on how to prescri be opioids, then that's what

they're going to do.
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So we need to have a nore bal anced approach
wth an integrative, these are all the conponents
of pain nanagenent, and that is so very inportant.

| went through a pain program 38 years ago,
and it was the bal anced approach. It was all ow ng
me to nove fromthat patient back to a person
again. And | think in this training while we're
| ooki ng at prescribing opioids, if that's, again,
all we teach them that's all they're going to do.

We need to begin to give themthe whol e
picture, but we also need to make sure that they
actually have the skills to communicate with their
pati ents and that the patients understand what
t hey' re sayi ng because we're not going to ask. Too
many of us don't ask questions. W just sit there
and shake our heads.

| think it's really inportant.

Communi cation is the key. That's why we've
devel oped a |l ot of graphical tools so the people
can communicate in that way, and it's really

I mportant.

DR EGGERS: G eat. Penney, we think as we
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get down to the final thing to tal k about, the new
question I'mgoing to add is how can pati ent
st akehol ders be partners. W'IlI|l bring that up
agai n.

Myra had wanted to build on what Penney was
sayi ng.

M5. CHRISTOPHER | do. | want to conjoin
ny thoughts with yours, Penney.

| think the sinple answer to the question
fromny perspective, is to enpower our healthcare
professionals to do that which called themto their
profession, that is, to address needl ess pain and
suffering and to help themshift from being
per cei ved as scapegoats or the cause of this
epi dem c.

| hardly ever disagree with Trip about
anyt hi ng because |'m kind of scared of him

(Laughter.)

MS. CHRI STOPHER: But when you say, Trip, so
assertively, we caused this problem Certainly,
heal t hcare professionals had a part in this, but

you are not the sole actors in this.
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Wiy | wanted to speak next is that | wanted
to share sonme information that's not been published
yet. W're in the process of preparing it for
publ i cation now, but recently with funding fromthe
Aneri can Acadeny of Fam |y Physici ans Foundati on
and with assistance fromtheir prinary care
research network, we surveyed prinary care
providers who treat chronic pain patients and the
patients they treat in nine sites all across the
country, all across the country.

What we | earned fromthe providers who
participated is that they very nmuch want to do this
and to do it well. But they feel strongly that
they are constrained fromdoing so by both external
and internal factors. The external factors that
surfaced over and over in these conversations and
surveys and interactions were that the healthcare
delivery systemitself constrains them

Dr. Geenblatt nentioned tine, that if you
t ake soneone out to do -- for themto go through
training and education, they are paid on vol une.

So the systens constrain them from doi ng things
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t hey know t hey need to do.

Lack of tinme for seeing patients, when we
see sone business nodels in healthcare delivery
systens now sayi ng you have 7 mnutes to see a
patient, lack of tinme is a big deal, |ack of access
to conmpl enentary therapies.

Whien | heard one of the panelists say we've
got to get people to these conplenentary therapies,
to alternati ve approaches, they don't have access
t o acupuncture, behavioral health, physical
t herapy, those things that we cluster and call
conpl enentary t herapi es.

Then |l astly, Penney, they pointed out very
strongly unrealistic and uni nforned pati ent
expectations, but in addition, they tal ked about
that they have |ost their self-confidence. They
are really very frustrated by how this whol e opi oid
epidemc has inpaired their ability to care for
pati ents.

They don't feel that they have the control
they need to take care of their patients as they

think is best. They struggle with conflicting
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ethical duties and obligations. They don't want to
see their patients suffer. They also don't want to
see their patients die of an overdose. They are
angry and feel that they have been stereotyped, as
have their patients, in very negative ternmns.

Then lastly, this is a whol e popul ati on of
patients. Dr. Greenblatt was the first person
yesterday that nentioned burnout and the experience
that we are in this country | osing very val uabl e
assets, that we see physicians retiring early,
physi ci ans opting out of doing chronic pain
managenent. These peopl e, these nen and wonen
young and old, are living wth conpassion fatigue
and burnout, and we are idiots if we don't address
t hat i ssue.

DR. EGGERS: G eat. So | heard a nunber of
things that | just want to nake sure that | have
correct.

The goal of training is to increase the
heal t hcare provider's self-confidence, renove the
stereotypes. A goal of training can be to address

t he burnout issues, a goal of the training program
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and to address all of the constraints that are
pl aced on heal t hcare providers.

M5. COMN. Can | add one thing?

DR. EGGERS: Then we'll go to Maria. W'l
| et Penney follow up, and then we'll go to Mari a.

M5. COMN:. Just one quick thing, because
think what | didn't say is that we really need to
put the patient in the center of care and make t hem
t he center of everything.

MS. CHRI STOPHER:  Absol utely.

M5. COMN:. | think that's never taught.
They really should be in the center when all these
t hi ngs cone out. So unless they are infornmed and
in the center, they can't make those i nforned
deci sions to know what treatnent is right. |If they
don't have the tine and they don't have the
rei nbursenent for that tine, the provider, to
really have those conmuni cations --

M5. CHRI STOPHER: And they need to provide
their expertise in the devel opnent of the
curricul um

MS. COMNN: And need to be able to
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comruni cate what -- and | think the other thing is
the validation of their pain, that is real because
that's sonething -- people with pain are very

def ensi ve, and so they pull back.

There's so many issues, and there's so nany
conpl ex ways of interacting wth people wth pain
that it's becomng -- but the patient shoul d be
al ways be at the center of everything.

DR EGGERS: Let's go with Mari a.

DR. LONE: | think that was an excell ent
segue to what | wanted to add, which is | think we
really need to be focusing on how to partner with
pati ents and educate themto enpower them al ongsi de
this provider education. | think by educating
pati ents and enpowering them w th know edge t hat
t hey need, they can help with sonme of these
tine-constraint care situations. They can cone
prepared and feel i1infornmed enough that they can
participate in their care decisions and al so
evaluate if their provider is adhering to best
practices in tal king about the kinds of things that

really need to be discussed in the setting of pain
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managenent or opioid use.

| think that the nore we consider patients
as integral parts of that process and enpoweri ng
themto do that, the better off we'll be. So I
t hi nk that was an excell ent set up.

DR EGCCERS:. W're going to hear fromthat
side of the table. | can't see your hand as nuch.
But we're going to cone back after we hear these
and tal k about what you think, how you
I ncorporate -- what are the ways that we can
I ncorporate these ideas of patients as partners and
to increase self-confidence inside the training.

First, let's go to Teresa.

MS. CARR. What |'m hearing are sone
heal t hcare systemissues, the 7-mnute visit and a
| ot of other things. But the nost basic question
Is what is the goal of training, and certainly
putting the patient at the center of that and
certainly the training should be centered on the
pati ent and the consunmer in that nonent. And I
think part of that training should be how to engage

t he consuner in their own care.
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At the nost basic level, | think what we're
saying is we want to acconplish two things. W
want to put everybody that deals wth patients who
m ght be prescribed opioids or are taking opioids
kind of on the sane page. And it sounds so
sinplistic, but that's not what we hear in the
field.

What | hear fromreaders is a wde variation
in the nessages that they get. They get nessages
In the press, including fromus sonetines, because
an article may be 500 words long, and it's going to
be alarm ng, and you're trying to get sonebody's
attenti on.

Very, very rarely do you ever see anything
that's telling people who have been opioids for
weeks, nonths, years and years and years -- we're
al ways saying this is bad, this is bad. And
nobody's talking to these people at all about what
the alternative to that m ght be or what that m ght
| ook 1ike.

In fact, we know fromtal king to physici ans

t hat they don't know how to handl e those patients.
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If you tal k about you shouldn't be over a certain
| evel, threshold, then what next? Wat do you do
next ?

At the very basic level, | think it should
put people on the sane page regardi ng gui deli nes,
and there should be a very basi c understandi ng of
pai n managenent. You're not going to address all
t hese i ssues in one CME course, and hopefully, you
cone back and catch these people at other tines in
the course of their career. And depending on the
type of patients they treat and their specialty,

t hey nmay need nore specialty education fromtheir
own professional organi zation.

At the very, very nost basic level, this is
what | think the education should do. W should be
putting everybody on the sane page. There should
be some consi stency at | east in understanding.
There shoul d be sone consistency and sone
under st andi ng about pai n nanagenent in general, and
t here shoul d be sone consi stency and under st andi ng
about sone techni ques for engaging the patient or

t he consuner, because these days, let's face it, in
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our healthcare system a patient is a consuner.
W' re asking a trenendous amount of them So there
shoul d be some consistency in that.

We know from surveys of primary care
physi ci ans, they often don't -- as you poi nted out,
t he confi dence issue, they don't feel confident in
prescribing sonetines. They certainly don't
confident in recognizing a substance abuse di sorder
or in managing it, should they uncover it in their
practi ce.

So you're not going to be able to teach
people all of those things, but you' re going to be
able to give everybody these nessages that they can
use.

That's what | think, just backing up. |
t hi nk those basic things are what we shoul d
acconpl i sh.

DR EGEERS: G eat. Geg or Jan?

MS. CHAMBERS: Thank you, Teresa.

| think that segues right into what | wanted
to comment on, and that is when we receive calls at

our office and when we're on our Facebook groups,
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we hear a | ot from people saying | don't know how
to find the right physician, or that physician hurt
me, or | don't know how to find the help that |
need. | strongly know, | feel and |I know, that
peopl e want to know the | evel of education or
services the different providers are offering.
When sonebody has a pain and they | ook up
the narrow network that their insurance provider
has offered to them they don't know how to
navigate that. They don't know how to ask the
questions and say that when | have this kind of
pain, | need this kind of a doctor. They don't
have that background to be able to delineate the
different services. And so they go to a
reconmmendati on or they just blindly pick sonebody.
When -- I"'mhoping it's when -- when all of
t he prescribers have the sane information of a
basi ¢ educati on on how to prescribe opioids in
addition to the other integrative treatnments that
we need, then they will know with a surety that if
they have to use opioids, that they are being

prescri bed safely. Patients want to have safe
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treatnents. W do want to have pain relief. Pain
relief leads to nore functionality. Pain relief
| eads to nore productivity.

Knowi ng that it's really hard to navigate
that system and we are consuners, as Teresa
commented, we're | ooking for that nost effective
pain relief for our dollars. One of the nost
I mportant areas that we can |l ook at is what do
consuners pay for out-of-pocket for the different
services that they don't have in their network
provi ders.

W' ve done surveys. We know what they are
payi ng for, and the insurance conpani es have a
chokehol d on us because we cannot access those even
t hough peopl e are using those very few doll ars that
they have to go get the services that they need.

| ' mansweri ng your question, Sara, in two
ways, that we really do need to have that know edge
to be able to | ook at a group of providers and be
able to know their baseline information of what
they're offering, what kind of services they're

offering so we can be nore educated consuners.
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DR. EGGERS: Thank you. | think I heard
fromyour coment that you then m ght support a
goal of training that reaches all types of
heal t hcare providers --

M5. CHAMBERS: Yes.

DR. EGCERS: -- followi ng up on the | ast
conversation and the | ast panel discussion.

G eg?

MR, WLLIAMS: Thank you. Just to add to
the list that you nmentioned earlier, | think risk
factors have to be nentioned. And | knowit's
unconfortabl e for heal thcare professionals and
patients ali ke to hear the word "death,"” but the 91
deat hs that we're tal king about is grossly
underreported. Because if you add in heroin
deat hs, which 85 percent relate to prescri bing
opi oids, and you add in al cohol, you get to 350
peopl e who are going to die today from al cohol or
ot her opioid- or addiction-related i ssues.

That bucket, that popul ati on of peopl e that
becones substance-use dependent, l|largely, their

risk factors all ook a |ot the sanme, and their
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early signs.

So | think that we need to get okay and
confortabl e tal king about these risk factors. And
not every other nedication that a physician or a
prescri ber prescribes can cause death, but they
need to get confortable tal king about this
particul ar issue.

| think about seatbelts and airbags in cars,
right? That was not very confortable for car
manuf acturers or for the industry as a whole to
have to enpl oy that because you're inmplying to
custoners, you could die once you get behind a
wheel because that's what a seatbelt and what an
airbag requires. And I think that we are at the
poi nt where we cannot deny that truth, that fact,
that reality for people, given the gravity of this
and gi ven how qui ckly and the percentage of people
who are prescri bed.

W' ve tal ked about fear in patients around
this nedication, and unfortunately, | think nost of
our stakehol ders and famly | oss groups and peopl e

around the addi ction and recovery conversation
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woul d say, well, perhaps that's a healthy fear to
have.

MS. CHRI STOPHER: May | ask Greg a question?

DR EGGERS: Sure.

M5. CHRI STOPHER Greg, nay | ask you a
questi on?

MR WLLIAMS: Yes.

M5. CHRISTOPHER I'mnot at all afraid to
tal k about death. |[|'ve spent nost of ny life
tal ki ng about death and chronic pain, so | hardly
ever get invited to cocktail parties anynore.

(Laughter.)

MR. WLLIANVMS: People are very unconfortable

t al ki ng about recovery.

M5. CHRISTOPHER |I'mreally curious in that
we keep tal king about the body count. | keep
t hi nking about -- I'ma kid of the '60s -- the
Vi etnam War era. |'ve been asked to participate in

research studies to try to figure out how many
peopl e are dying every day from sui ci de because of
untreated chronic pain.

I|'mnot interested in conparing deaths or
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body counts. | think it's ridicul ous. But |'m so,
I don't know, baffled by the fact that we have

80, 000 deat hs every year associated wth al cohol
abuse, but we aren't goi ng whacky about that
because this country runs on martinis. | just am
so curious about the politics of all of this, that
we ignore the 33,000 deaths associated wth gun

vi ol ence every year as a public health issue.

So in your work, ny question to you is, do
you give as nuch attention, time, and concern to
t he al cohol issue as you do to the opioid, and how
woul d you think about those issues juxtaposed one
agai nst the other?

DR. EGGERS: Before G eg answers, we'l|l
poi nt out that you're touching upon issues are, of
course, nuch larger than we'l|l be able to discuss
t oday, so we won't get into too much of the
epi dem ol ogy. But, Geg, would you like to -- do
you have sone --

MR, WLLIAMS: Absolutely. W see addiction
to al cohol and other drugs very closely |inked, and

you're exactly right. The two | eadi ng causes of
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death relating to substance use is correlated to
prescription opioids, and al cohol as the | eader.
And often people want to tal k about heroin and
ot her addiction issues. But | think what we need
to focus on in the healthcare systemin the
conversation is that reported, between 50 and
80 percent of our ER visits are related to these
substances, and also, for primary care, and dental,
and all of those other issues.

Absol utely, we're just privileged to be at
this conversation tal king about this issue, but
w t hout a doubt, al cohol and ot her substance use is
a huge issue. So one of the projects that we're
wor ki ng very heavily on is nedical school education
and how nuch education on substance-use di sorders
as a whol e are physicians receiving across the
boar d.

MS. CHRI STOPHER  Good.

M5. COMN:. | wanted to comment. He tal ked
about the fear of taking the nedication, and |
think there's another side of that for people wth

pain is the fact that because of the pain -- and
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say they need to go out and do sonething, it's the
fear of the pain itself that causes themto take
the extra one just in case.

So |l think it's really inportant to
understand, again, it's that conmmunication wth
that person to really understand where their fear
is. Fear of the pain is the biggest controlling
factor of all. 1It's not even a pain. It's the
fear, because chronic pain is never consistent. W
have good days and bad days. There's the fear of
the drugs, but there's also the fear of the pain
itself, which really is the bigger notivator.

| was sitting in on a focus group not |ong
ago of people who are trying to taper off. They
woul d say they have to | eave work because they
forgot their pills. They're so afraid that that
pill, the tinme is going to run out before they can
take their next pill. So there's a real fear
around the pain itself and their expectation of
this nedicati on because that's all they were given.
Again, it's that bal anced approach to pain

managenment and all those other things that we're
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m ssi ng.

DR EGGERS: Before we go to Jan, let ne
just follow up. You guys are naking ny job easy
because what | was going to ask next is, as we nobve
into the discussion of the goals, to focus a little
bit on the opioid conponent of that and your
t houghts on the goals of that conversati on about
the treatnents, the use and managenent of the
opi oi ds.

Penney, | think you started that off well to
say how -- I"'mgoing to inply fromwhat you're
saying is what is the role of a nedication that you
can take to address sonet hing and how you use that
to control your fear of pain.

M5. COMN:. Right. | think sonetines it's
t ake as needed. Well, what does that nean? Do
they really understand that? So it's the job of
the provider but also the pharmacist to really have
t hat communi cation. And again, | think there's a
real breakdown in the conmmunication. And again, it
goes back to the tinme that they have. There's no

rei nbursenent for that tinme, which | think is one
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of the bigger problens.

|'d love to see the payers sitting here in
this room | think that would be a great thing if
we coul d get the payers here because they're
really -- | think the wong people are practicing
nmedi ci ne, but anyway, yeah.

DR EGGEERS: Jan?

MS. CHAMBERS: As we think about policies
and we are sitting here tal king about policy, we
have to | ook at CVM5 and the new changes that they
are putting into place, the hard stops, that when a
patient goes to have a prescription filled, they
will not be able to fill that beyond a certain MVE.
So when we | ook at these consequences to the
patient, we aren't realizing that literally this
fear that Penney's nentioning is a ngjor conponent,
a maj or driver of pain.

When you think about prisoners of war, or
you t hi nk about sonebody who is being forced to do
sonet hing against their will, that's torture.
Literally torture is being legislated. And that's

areally strong term but that's what's happeni ng.
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People are living with this fear.

We tal ked yesterday about the bottles and
why do people squirrel those away in their cabinets
after they've had surgery. It's because of that
fear of pain. | mght need that in the future. |
m ght not be able to get it again. So they nake
sure that they' ve got sonething because they're
living wwth that fear. And that fear drives us to
do a |l ot of things, including when people can't get
access to pain nedications legally, they go to the
street.

| went to get ny hair done one day, and

was just commenting about where | was going to go

speak next. The woman said, "Ch, I'mso sorry to
hear that. |[If you don't have enough pain

medi cation, ny husband has a lot of pain. | can
hook you up.” And it was that fast, and it would

have been that easy.

| amclearly saying that we are driving
people out to illicit access because they don't
have options with the integrative treatnents. |

know that if you ask any person who has to take a
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pill, any kind of pill, if they didn't have to,
they would really rather not.

| don't care and patients don't care if it's
an opioid. They don't care if it's a massage.

They just want the pain relieved so that they can
get the function in their lives back and get the
quality of life to |ive again.

So | really think that we need to pay strong
attention to the uni ntended consequences of al
these policies that CMS5, that the DEA, that the
FDA, that HHS in its varied fornms is causing and
putting nore and nore fear into people.

DR EGGERS: We'll let Maria, and then we'l|l
| et Teresa go.

DR LONE: | agree. | want to echo and
underscore the point about these conplenentary and
non- opi oi d approaches to treating pain. | think
it's an integral part of these education prograns,
but | don't think we can educate about themin a
vacuum wi t hout al so sinmultaneously be trying to
tear down the walls that are putting up barriers to

pati ents accessing them
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| know we' ve heard that throughout the
conversation, but | think naybe one thing to
consider there and sonething that a group |ike
Pati ent sLi keMe can help offer is giving patients a
pati ent-facing mechani smfor evaluating their
experience and their own outcones wth those
nodalities to help start the conversation to
generate sone evidence that can be used to further
their use and potentially tear down sone of those
barriers.

DR. EGCERS: So anot her way that patient
st akehol ders can partner with the community.

Ter esa?

MS. CARR  Again, | wanted to acknow edge
all the really inportant points that have been
brought up here about problens wth the system and
problems with access. Certainly in our own
surveys, we've shown that nost recently, 90 percent
of people that had sone of these nondrug therapies
woul d have had nore of them for back pain if it had
been covered by their insurance, and they were

spendi ng huge anpbunts out of pocket on this stuff.
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Certainly, all of that's valid, but | think
what we're here today is to tal k about training for
peopl e who prescri be opioids and possibly for
peopl e who aren't prescribers but who woul d be
dealing wth patients.

Again, I'Il bring this back to this very
nost basic | evel of what we're trying acconpli sh.
And | just want to rem nd people that there's the
JAMA study that was cited earlier, that about
6 percent of peopl e undergoing surgery, whether
it's mnor or major, wind up taking opioids for
long term 3 nonths. This is people that have
hernia surgery or people that have a hysterectony;
regardl ess, about 6 percent wi nd up becom ng
| ong-term opi oi d users.

Sonebody is prescribing that opioid for
3 nonths after a day surgery. So 3 nonths |ater
t hat patient who was opioid naive going into
this -- and that's 2 and a half -- if you
extrapolate that, that's 2 and a half to 3 mllion
people in this country that wind up taking opioids.

It may have been that a doctor has al ways
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prescri bed 30 days' worth of opioids. That's just
how he or she learned to do it. | don't know, but
there's a huge, huge inconsistency in practice, and
it's killing people. For the person with the
under |l ying predi sposition to get that first 30-day
prescription for a day surgery is al nost

unconsci onabl e, but it happens and it happens every
day.

There are big issues here. There are big
Issues in terns of treating chronic pain, but sone
of what educati on should be designed to do and it
shoul dn't be -- we shouldn't be shortchangi ng
It -- is just to bring this very basic | evel of
under st andi ng about opioid prescribing so that all
of us are on the sane page.

DR EGGERS: | would like to nove in to a
few nore points about the critical aspects of using
opi oids for pain managenent as we nove forward, and
then we're going to nove on to the next topic. |
t hink Greg had sonet hing, and then we're going
to --

MR WLLIAMS: Yes, just to junmp in. |
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absolutely with -- one of the core in sone of the
data that our friends at N DA and N AAA have really
produced, | think there's a big conversation and a
bi g educati on opportunity here between the
difference between chronic pain and acute pain. A
| ot of the stories that we have fromfamlies are
acute prescribing epi sodes from adol escence.

So that's a core issue that | think we need
to really focus on, the devel oping brain and what
opi oids do for an adol escent popul ati on versus an
adul t popul ati on because the frontal |obe isn't
devel oped until you're 25. And the risk factors
associated with the high school football player who
has a knee injury and gets prescribed opioids m ght
be very, very different than a prescription to a
35-year-old or a 40-year-old person with a
devel oped brain.

| think what we're seeing a | ot of, that
transition fromopioid as prescribed to opioid
m suse and overdose is young people in their 20s
and 30s who got prescribed during adol escence. And

| think that's a core issue in ternms of really
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t rai ni ng physicians around the adol escent onset of
subst ance- use di sorders.

M. CARR Can | junp in just really quick
here to reinforce that?

DR EGGEERS: Yes.

M5. CARR  Paul Moore tal ked yesterday about
the dental. For a |ot of young people going to get
their wisdomteeth out, it's the very first tine
t hey' ve ever had an opioid, and there's no use in
t hem wal ki ng out with a 10-day prescription.

MR WLLIAMS: It was a year or so, but I
wal ked into ny oral surgeon's office, and | had
m sused OxyContin as an adol escent. And he wites
down his prescription. He's like, "You're going to
hurt. It's four inpacted wisdomteeth. |It's going
toreally, really hurt. Here's your prescription

for antibiotics, and here's your prescription for

Percocet. |s there anything I should know?"
| ook at him and | say, "Well, |I'man
opioid user." | said it in not nice words, and

this was an i ssue for ne.

He | ooks and ne, and he | ooks down at the
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script, and he | ooks at nme -- and this was 15 years
ago -- and he slowy slides it off the table and
crunples it up and throws it in the garbage can and
says, "Yes, Tylenol works well, too."

But | think it took ne, as an 18-year-old
kid in recovery who nearly lost his life to
addiction to OxyContin, to be able to limt that
prescription. But that doesn't happen every day in
ERs and oral surgeons' office, so absol utely.

DR. EGCERS: N ce point. Penney, please.

M5. COMN:. | think there's another piece
t hat we haven't touched on as well, and that's the
safety of opioids. Wen they' re prescribed, they
shoul d probably be prescribed with nal oxone as
acconpanying it. W just did a survey of peopl e,
and 60 percent of the people have heard of it.

Only 20 percent actually have access to it. And

t hey even know how to identify an opi oid energency,
but they have no way of actually doing anythi ng
about it.

So | think that's really inportant to pul

that into it, that if they're prescribed an
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opioid -- and it's not just for the person with
pai n, but the whole famly unit and around them
because public education is also mssing in all of
this. And | know that's not part of it, but that's
where a big part of the problemis, is on the
public.

We have a 30-second video that we play in
novi e theaters on safe storage, disposal, and not
sharing. It actually gets out to the whole public
and begins to understand that you don't take
sonet hi ng that doesn't belong to you. You store it
appropriately, because people that were there
aren't there anynore just because they m sused it
and didn't understand it.

W actually did exit surveys, so we
under st ood what the inpact of that was, and we got
an 80 percent recall on those videos. | think
sonething like that could really reach out to the
public in a way that's going to get out instead of
always in these neetings talking to the sanme
people. It's really inportant.

DR EGGERS: Let's go to Myra, and then
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we'll nove on to our next topic.

M5. CHRI STOPHER | hope we will talk about
publ i c education and comuni cation, but |I wanted to
address the question you asked, Sara, about how to
engage people living with chronic pain in the work
that we're all focused on.

DR. EGGERS: And in the practical
constraints.

M5. CHRI STOPHER: I n our PAINS project, we
have a group we call our citizen | eaders, which is
made up of 50 people who live with chronic pain
and/or famly caregivers of people living with
chronic pain. They neet with us on a nonthly
basis. W have dinner with them and then
they -- it's not a support group for them It's a
support group for us. And then they advise us on
research, on education, and other activities that
we' re engaged in, publications and so forth.

They are so eager to be involved even when
they know it won't help them necessarily, but to be
part of trying to help the popul ation of patients

| i ke them who struggle every day to live with this
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pr obl em

They go with us to ned schools and teach.
They participate at conferences. They participate
I n devel opi ng research questions, data coll ection,
data analysis. There is a wealth of resource anobng
the 100 mllion Americans who live with chronic
pain and 30 mllion who live with high inpact
chronic pain who want to be part of the sol ution.

DR. EGGERS: |Is Bernie here? |'m hearing
this patient detailing conponent here com ng up and
getting started, so to conpl enent the academ c
det ai l i ng.

| think what we're -- we'll cone back
to -- one of the questions | had posed, not on the
screen, but how can we do this, and how can we
engage the patient stakehol ders as partners in
this?

Penney, Maria, and Myra now have gi ven sone
I deas for that, but | do want to nake sure that we
get to the question that is nunber 2 here and talk
about your thoughts on a required prescriber

training and how it may positively or negatively
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I mpact patients and caregivers. And you're wel cone
to al so give your overall position.

| think this would be one that nmnaybe you
prepared for in coming to this neeting, so I'm
going to go through, we'll start at the other end
and cone back. And keep it brief and build on what
others have said. And if you agree w th what
soneone has said, then we'll nove on.

MR, WLLIAMS: Thank you for having nme. |
t hi nk at Faci ng Addi ction, we would support a
federal requirenent for prescriber education around
this. W feel like there is precedent between
HI PAA and OSHA and ot her kinds of required training
for physicians. W understand it's a burden to the
health community to have an additional training,
but we al so understand this is the | eadi ng cause of
accidental death in Anmeri ca.

If this was happening with notor vehicles
and ot her things, we would also act wth great
passi on and qui ck, and we would burden the industry
in the nanme of the public good and saving |ives.

That's where we woul d support.
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As a person with a primary care doctor in
the famly, | asked himbefore | cane, and he said,
"Just make sure -- we pay a |lot for our DEA
license. So make sure that if they do sonething,
that it is free and it counts as a CME credit."

That's fromthe primary care doctor, but he
woul dn't see an issue if it was online, if it was
free simlar to the way that H PAA is done for
physi ci ans.

DR EGGERS: Jan?

M5. CHAMBERS: | feel strongly that we
shoul d have opioid training for all healthcare
providers, including the people in the office, so
t hat they understand that if they aren't
prescribing, that they still know how to work with
a person with pain who is using opioid nmedications.

We have to al so | ook at that nexus of people
who have chronic pain disease as well as
subst ance-use di sorder or addiction as a disease
because these aren't always treated by the sane
nmet hods, and we have to recogni ze that those people

need additional help. The opioid prescriber
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educati on needs to | ook at the whol e person and how
t hey are going to be included.

Ei ght hours, if that's what it takes,
5 hours, 8 hours, to ne that's just a m ni numor a
little bit of tinme to make sure that you're saving
sonebody's life. And if it's a doctor who doesn't
want to prescribe those opioids, great, they didn't
really care about their patients and safe
prescri bing anyway. Then let's go ahead and | et
t hem go because | don't want to send people to a
prescri ber who really doesn't care about them

It is true that as we get into our habits,
we don't recogni ze the nuances and the changes that
we shoul d be nmaking in our practices. So continued
education is crucial to be able to be rem nded of
the things we've forgotten as well as the new

i nformati on.

DR EGEERS: | want to just clarify. You
nmean required training that's -- when you say it
shoul d be universal, it should be required?

MS. CHAMBERS: Yes.

DR. EGGEERS: Ter esa?
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MS. CARR: Consuner

requi red prescriber training -- or |
that as well. |

trai ning should be required. |

Reports thinks that
woul d br oaden
woul d say heal t hcare prof essional
think it shoul d be
under st and t he need

| ocal

required on a federal level. |
for -- | understand the differences for
control, and | understand that different states

al ready have nmandates. |'m hopeful
m nds than m ne would be able to work out
woul d wor K.
But | still
consi stency and basic stuff.
the CVE is going to be able to address all

but

t hat greater

how t hat

cone back to the issue of

There's no way t hat

t hese

conpl ex issues dealing with pain,

just to get

sone really very basic,

consi stent nessagi ng for

t he heal thcare providers that they can then bring
to their patients.

There's al so, absolutely -- this is what |

do every day -- the patient education conponent of
that. But what we're here today to tal k about is
t he heal thcare system and t he heal thcare providers.

I think it woul d have a huge positive inpact for
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consuners because they would be able to
realistically expect sone of that consistency in
their care.

It has the potential to inprove their safety
greatly just by sonme of the |lowhanging fruit stuff
we tal ked about, just for a prescription being
3 days instead of 7. | know that the guidelines
are being witten that way, but they' re not always
bei ng i npl enented that way. This training helps
rei nforce that.

In terns of safety and consi stency for
consuners and in ternms of doctors, we're talking
about confidence. W're tal king about a
fairly -- I know there's so nany denmands on their
tine, but it is not a large investnent of tine for
sonet hi ng that has becone such a huge crisis. So |
can't inagine that that investnent is not worth it
to themin terns of their peace of mnd as well.

If there has to be a carrot in there, great,
but I think it should be required. Consuner
Reports thinks it should be.

DR. EGGERS: Thank you. Penney?
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M5. COMN: | agree with everything that has
been said so far. | think when they're devel opi ng
the training for the prescriber, | think unless
there's several patients at the table -- because

unl ess they really understand what it's like to
live wwth pain, what the expectations are, what is
it that that person actually needs to nove from
patient to person, and not just prescribing
medi cation but all of pain managenent.

| can't inpress upon enough that it's the
bal anced approach. And there are sonme people who
may not need the opioid at all. It may be
sonething totally different, but they need a
conbi nati on of therapies and treatnents.

Then ny next thing, and it goes back to ny
question initially, is if we give themthat
trai ning, how are they going to apply that to their
practice? That's ny bigger concern. Are they
going to then approach this person wth real
conpassi on and understandi ng? Are they going to
validate then? Are they going to take away their

def enses and say, okay, | get this? And that's how
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we can work together. Because the person with pain
has got to be part of the treatnent team they've
got to be right at the center.

Again, | think it should be mandatory. |
think it would be great for the federal governnent
todo it. | don't know about the incentives. |
think that if they're really -- why did they get

into nedicine in the first place? That's just sort

of -- but | also think it's inportant to reinforce
that training wwth the CMEs. | think that's
al so -- because we tend to forget, and new thi ngs

are happeni ng.

DR. EGCERS: Thank you, Penney. Maria?

DR. LOAE: Again, I'mgoing to echo sone
comments that Penney just nmade. | think that
training is a great step, and making it nandatory
Is one step in the right direction. W've had
numer ous conments that have cone up about it can't
just be prescribers. It has to be all healthcare
prof essionals, as sone of ny fell ow panelists have
nmenti oned, or basically, anyone involved in the

care of that patient. You can't think about that
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equation in that care of that patient w thout the
pati ent.

So | think while making provider education
or heal t hcare professional education nmandatory is
great, it's one step. | think where we could
potentially get tripped up in causing potenti al
negativity towards these patients if we |ose focus
on what we can do to bring theminto the equati on,
enpoweri ng them as partners, and ensuring that
we're giving themthe right technol ogy or
nmechani sms to share their experiences and eval uate
t he outcones that matter to them

DR. EGEERS: | just heard one practical
solution, since we were being solution focused, to
hel p engage patients is to bring themin in the
devel opnent of this. Mra?

MS. CHRI STOPHER: | would certainly say
ditto that. | think we all know that sinple
solutions to conpl ex problenms hardly ever work. |
think as we inmagine trying to address these two
public health issues, we have to think nuch nore

broadly than we have been thinking in the | ast
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coupl e of days. | know our focus has been on this
I ssue about educati on.

' mactually kind of anbival ent about this
mandat ory versus voluntary. W don't have any rea
data that tell us that mandatory makes a | ot of
di fference, but then when | hear Joanna, |'m
conpelled by that. Then when | hear Carol, |
t hi nk, no, we ought to go the voluntary route.

So I think we ought to think a | ot nore
about this, and it's probably sonme conbi nati on
thereof. When we're thinking about every provider
havi ng sone sort of basic educati on about both of
t hese issues, | think we can nmake an argunent that
t hat ought to be mandatory for anyone who has a
heal t hcare professional license that is |licensed by
the state, and | think the states do need to be
i nvol ved in this.

When we begin to think about really
targeting the needs of professionals, depending on
where they're working and what they're doing, |'m
not so interested in the nunber of hours that they

go to CVE or how often, whether it's every year or
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every other year. I'mreally interested in
conpetency. Maybe sone of themdon't need to go to
any training. Maybe they do know al ready enough to
be practicing well. | would ask that we think
about that.

Wth regard to which agency, it appears to
nme that this is a fait acconpli. W're going to
have a mandate fromthe federal governnent, so we
ought to just namybe quit tal king about this and
nove on. But we've got a |ot of federal agencies
who are vying for power and authority here and
peopl e who have experience and things to bring to
t he tabl e.

So in the National Pain Strategy report,
what we encouraged was that we would see
col | aborati on anong the FDA and CDC and AHRQ and
CM5 and t he surgeon general and ot hers.

| have said a couple of tines and to many of
you, | continue to be really frustrated about the
siloing of the federal agencies around this issue.
If we think it's a big issue, we ought to be

wlling to break down the silos and begi n wor ki ng
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together and try to nmaxim ze the resources, the
intellect, and the capacity we have to really
address this as quickly as possi bl e.

DR. EGGERS: Thank you.

We have a few mnutes. | think we'll go to
questions in 5 mnutes and stay on the schedul e.

W have a few nore mnutes to wap up with fina
t hought s, and we have heard sonme sol uti ons.

We' ve heard Penney tal k about the videos and
the training, and Maria tal k about the role of data
and collecting data frompatients and gi ving that
back to you patients and others, and Myra with the
patient details -- | forget how exactly you call
it, but bringing the patients into the
conversati ons and be peer helpers, and | think you
woul d probably say expand that to be devel oper
hel pers, et cetera.

O her solutions or thoughts that you want to
put on the table as a concrete way that you think
we can address the issues that we've been talking
about? We'll go to Jan first, and then we'll go

w t h Penney.
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MS. CHAMBERS: Prescription drug nonitoring
prograns have been wonderful, but they are very
alarmng. They do not protect patient data.
There's voyeurism They put people's lives and
their professions at jeopardy.

| know that the PDWVPs need to be a part of
t he opi oid prescribing education, but | amstrongly
saying that there need to be regul ati ons around who
accesses that information. There need to be tight
controls over the path that's been in them So
pl ease pay attention to how those PDWVPs are being
used wongly and protect the patients.

The second part of what you're asking, Sara,
I think that we need to | ook at the people who need
hi gh doses of opioids. | think that they nay be a
different di sease actually. WMaybe they're a rare
di sease and need to be | ooked at that way because
their bodies don't netabolize or their hornones are
different. But there are people who need very high
doses of opioids, and that's the only thing that
keeps themfrom commtti ng suicide.

DR EGGERS: Go to Penney.
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MS. COMN. We've been tal king a | ot about
t he peopl e who are practicing now, the prescribers,
but | think we haven't really touched on all of
t hose in the nedical schools, the nursing schools,
t he pharmacy schools. | think whatever effort we
put into this, we need to put double the effort
into the nedical schools and get that educati on out
to them so that when they go into practice,
they' re already aware of these issues rather
than -- we've been tal king about training in
nmedi cal schools for pain nanagenent for the | ast
20 years. And we keep tal king and tal ki ng, but
It's the action.

It's time for action now It was tinme for
action years ago, but today is the day that we need
to have action.

DR. EGGERS: W have Myra, then Geg, and
t hen Tom

M5. CHRI STOPHER: Fifteen years ago, | was
in a conversation about this with regard to
educati on about palliative care and how we were

goi ng to nove better end-of-life care into
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mai nstream nmedi ci ne. The AMA stepped forward and
devel oped a program cal |l ed EPEC, and they' ve done a
wonderful job really with that CVE program

Unfortunately, when it was very first
rel eased, there was absolutely no attention given
to the fact that we are a very culturally and
ethnically diverse popul ation. There were 16
1- hour nodul es that were devel oped. There was not
a single person of color in any of the 16 nodul es,
nor was there any nention of the fact that your
patients may perceive this issue differently.

We know that chronic pain is an experience,
and it is very relevant the culture, the religious
background, ethnic background; as Ms. Cotton was
mentioning earlier with our Native American friends
and nei ghbors, that they perceive this issue very
differently.

So | just make a special appeal that as we
nove forward to develop the curriculumfor this
mandat ory education, that in fact we give attention
to that really inportant factor.

DR. EGGERS: Thank you. G eg?

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

189

MR. WLLIAMS: Just one addition, | heard it
on the last panel, but | wanted to reiterate. |
t hi nk part of education needs to be disposal, and I
have | ong been baffled that our police stations
have answered the call because it doesn't neke
sense to ne as a person who's involved with the
heal t hcare system you go and get your nedicine
fromthe -- you get your prescription fromthe
doctor, then you go to the pharmacy. Then | have
to go into a crimnal justice center to actually
return ny nedication like I'"'ma crimnal. And it
doesn't nake sense to famlies or individuals.

There's a ot of fear of disposing neds that
way. And I'mgrateful for |aw enforcenent for
acting first on this issue, but we are thrilled to
see sone of the pharnmacy conpani es and sone of the
states who've started to put takeback boxes in
phar naci es because | think that's such a huge issue
novi ng forward.

Certainly, healthcare providers have to be
educated to tell their patients who are prescribed

this if they have nedication that they' re not
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using, that it is a serious risk to their
househol d, their kids, their friends to have these
nmedi cations in the hone if they' re not using them
anynore. So that's a huge issue.

| just want to read a quote. Dr. Mirthy,
our 19th surgeon general, wote a letter to
2.3 mllion opioid prescribers last sumer. And if
you mssed it, there's a website, TurntheTi de. org.
It just says, "Years fromnow, | want to | ook back
and know that in the face of a crisis that
t hreat ened our nation, it was our profession that
stepped up and |l ed the way. | know we can succeed
because healthcare is nore than an occupation to
us. It's a calling rooted in enpathy, science, and
service to humanity."

So | think we have to renenber his legacy in
That letter that he wote to those prescri bers.

DR. EGCGERS: Thank you.

Teresa, do you have anythi ng?

M5. CARR Onh, sure. |I'mgoing to foll ow
t hat .

(Laughter.)
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M5. CHRI STOPHER  Unfortunately, he got
fired.

M5. CARR. | read that quote as well, and I
t hought it was wonder ful .

The one thing | would say is | think it's
I mportant to set expectations in terms of what
we're trying to acconplish. | know that's one of
the things we started this wth, and maybe it's
sonepl ace to land as we finish up.

It's not the solution to the opioid crisis.
It's not the solution to the very conpl ex probl em
of treating chronic pain. It's one part of a
multifactorial solution, and I think it's a very,
very inportant part.

To Myra's point, sinple solutions to conpl ex
problens rarely work, but that's not entirely true.
You have pilots that do a checklist before they fly
a plane, and that's been adopted in the surgery
theater as well. It doesn't tell you how to do the
surgery, and there are any nunber of things that
can go wong. But it sets the stage so that

everybody is consistent. Everybody on the surgical
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teamis enpowered to speak up.

If we can get that very basic |evel of
under st andi ng of even what we're dealing with and
what the inplications are, then you' ve nade a huge,
huge step. You've set the stage for other
prograns, other things, other educational things,
other training for physicians, all those things to
cone in and work as well. But | just think you
need to start with that one pl ace.

Questi ons and Answers

DR. EGCGERS:. Thank you.

| think we'll nove into questions if people
have questions. 1'll rem nd ny FDA col | eagues, you
can also cone up to the mc and ask questions, too,
I f you have additional questions.

We'll start here.

MR. BRENCE: Joseph Brence, Anerican
Physi cal Therapy Association. |1'mgoing to pose a
question that was posed to the | ast panel.

This gentl enman over here had said, what if
we mandate a certain | evel of education for the

patient as well? So if we're going to prescribe or
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we're going to recommend interventions, should we
be recommendi ng sone to the patient? | want to get
your perspective on the patients and consuners that
you guys represent.

If we were to give a 5-mnute video, if we
were to reconmend that sonething that ensures that
cont i nuum of understandi ng occurs fromthe provider
to the patient, is that sonething that the

consuners and patients that you represent woul d be

wlling to watch?

DR EGCCERS: W'Ill let Maria go first. W
got a yes. W'Il|l let Maria go and then --

DR LOAE: | would absolutely say yes, and

think to add to that and to add on practical
solutions, | think maybe what we could be doing is
commendi ng the FDA for their effort to revise the
provi der bl ueprint and perhaps recommendi ng a
conpani on patient blueprint be created as well.

| actually think each bl ueprint should be a
part of the other, so everyone knows what everyone
Is learning. The nore we can have a shared

under st andi ng of that, the better those
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conversations wll be.

MS. CHRI STOPHER  When we wer e devel opi ng
the National Pain Strategy, Penney co-chaired the
comm ttee on public educati on and conmuni cati on,
and | was the liaison to that commttee fromthe
oversight group. W originally felt that that
should be the very first part of the strategy
because until|l you have an under standi ng about the
severity of this, the solutions to this, at the
broad public level, you're going to be fighting
uphill the whol e way.

| was very nuch in hopes when Dr. Vivek
Murthy did his Turn the Tide that the next thing we
woul d see was sonething like C. Everett Koop had
done around H V/AIDS early on in that epidemc, and
unfortunately, he did get fired.

But | think that we need to seriously
understand that until there is an attitudi nal shift
in the public about these issues, all of these
efforts won't take root. They're going to really
struggl e.

DR EGGEERS: Penney?
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M5. COMN: | think that patient videos are
excellent. They're going to watch a video nore
than they're going to read any kind of panphlet.

But | think an inportant point is that we have to
really enmpower them and not just | ook to nmedicine
to make us better, but what is that we need to do?
Wiat are all those sel f-managenment skills? Because
pain is probably going to be -- there nay al ways be
sone | evel of pain.

So how are we going to nmanage that, and to
shift sone of the responsibility on to the person
wth pain? | nmean, they're part of the treatnent
team So | think it's inmportant for us to teach
themwhat it is they need to know, not just tell
me -- don't tell nme to learn to live with it. You
have to teach ne how, and | think that woul d be
part of it.

Five m nutes probably isn't going to do it;
you'd need a whol e bunch of them It would be
sonething -- we have a | ot of videos now that
peopl e watch, but | think that one that would

really sort of conpressed that if we worked with
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t he providers and did a joint video, | think that
woul d be really powerful, that we're all working
t oget her.

DR EGGERS: We'll go here with Fred.

MR. BRASON. |I'mgoing to dovetail on the
comments that were just nmade, also, and foll ow up
wth Myra's cooments saying that it's a fait
acconpli that they're going to be | ooking at
mandat ed educati on.

| don't totally agree with that, but on the
prem se that that is so, | think we all agree that
best practice in pain nmanagenent for the patient is
alot of nodalities. | don't agree wth the word
"alternatives" because everything is nel ded
together. 1It's not one or the other. It can be
conbi ned.

In looking at that, |I'd ask the panel,
followng Peter Lurie's way of doing things, a yes
or a no, wWthout the payer's sources engaged in
this to allow those nodalities to be evident, would
you each agree that in order to nove this forward,

there has to be a yes, they need to be at the
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tabl e; yes, they need to be covering this;
ot herwi se, increase in education and saying these
nodal ities nust be done is pointless.

M5. CARR | would say that you don't have
to have the insurers all at the table saying yes,

they're going to cover it before we do the

educati on.
MR, BRASON: | understand that, but there
has to be, I think, that avenue of open door that

this is where we're headed. Because | know from
working with practitioners day in and day out on
this issue, the only way that we coul d enhance the
patient care was to offer in the comunity peopl e
W th patient support groups tal ki ng about the
different therapies, wellness, nutrition, exercise,
nmusi ¢ therapy, nmeditation, all of that.

W had to do that externally, volunteering
In order to get that done. And the doctors would
freely refer their patients to use to do that. But
agai n, not every community has the wherew thal or
the neans or the resources to do that.

' m biased. Coming froman end-of-life care
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and a hone heal th background, and patient
conpliance, | know being in those hones what we can
achi eve as far as managenent of whatever the

di sease, the issue, or the pain is, but that only
Is a small segnent of the popul ati on.

When we're tal king about the nunber of
peopl e that have pain issues, acute, chronic, or
otherw se, there has to be that el enent of
sonet hing el se has to be covered besides the
prescription.

M5. CARR | would say that there's been not
nearly enough research done on the cost
effectiveness of this stuff, and that research is
starting to be done nore now. | think you will see
much, much coverage of these kind of things when
cost effectiveness becones nore clear.

But at the very basic |level here, we're
trying to decide whether or not we should train
heal t hcare providers about opioids and pain, and |
think that's yes. And if part of that training
I nvol ves nodalities that people don't al ways have

access to, that's going to pressure. That's going
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to put nore and nore pressure, and that's how you
get there.

MS. CHRI STOPHER  But we had these
conversations with CDC, and as you know, in the
gui del i nes, they did suggest referring to
conpl ementary t herapi es.

MR. BRASON: Right.

MS. CHRI STOPHER: There's a chicken and an
egg tension here, but you don't have to do this
stuff serially. W can be working on reinbursenent
reformat the sane tine we're working on
educational initiatives.

MR. BRASON. Right, but ny point is we
shoul d be working on it.

DR EGGERS: | think the point is -- | just
want to nmake sure we get to the other questions.

MS. COMN. Just the fact that you tal ked
about the support groups for people and teaching
each other, that's what the ACPA has been doing for
37 years, those peer support groups. W teach al
of those. W have wor kbooks that we teach them out

of .
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| think the inportant thing is you have to
have people who are actually willing to get
engaged, and that's the notivation. It gets very
conpl ex, and part of it is referring the provider,
referring to these groups that then notivates the
person to actually get engaged.

MR. BRASON: W have practitioners saying
part of the treatnent plan is you attend, yes.

M5. COMN:. That's right, and that woul d be
nice if they all did that.

DR. EGGERS: Thanks, Fred.

Over here.

MALE AUDI ENCE MEMBER:  Thank you. Just a
qui ck question. As representatives of patients and
patients' experience and their voice, if you had
the opportunity to tell the FDA what not to do in
the final product, if it was just handed to you,
what is that one thing that you would tell the FDA
not to do?

DR EGGERS: Great question, but in the
Interests of time because | imagine it could

pr obabl y anot her whol e hour-and-a-half session.
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(Laughter.)

DR EGGERS: W'Ill just keep it very brief,
and we can el aborate the details in the final
session. So if anyone wants to answer the
question, go ahead.

DR LOAE: | think I would recommend not
| osing focus and don't over-focus on just the one
outconme of training providers. Let's |ook at
| mprovi ng pati ent outcones.

M5. COMN:. Include the patient in all the
conversati ons.

DR. EGGERS: So don't un-include -- don't
excl ude.

MS. CHRI STOPHER: | would say don't focus on

opi oid prescribing out of context of chronic pain

management .
MR WLLIAMS: | would say out of context of
subst ance-use disorders. | think you have this

other chronic health problemthat relates to opioid
prescri bi ng, and substance-use di sorders has to be
part of this education.

DR EGGERS: W'Ill go to this.
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DR MLIO Every year, a lot of trees are
cut down or every day because of all the
after-visit sunmaries and di scharge summari es t hat
patients often get and are sort of tossed. They
include a list of nedications, but often not how
pati ents should take them There's not been any
di scussion on how -- the |ast panel, it could have
been addressed, too -- how can we approach
educating patients, and where should this take
pl ace on how to take their nedications?

Just an exanple, | got called by a friend in
tears who had term nal cancer because she was sent
home with four different pain nedications, three
different antienetics, two bowel neds, and had no
clue how to coordinate their use. All she could
say was, "None of themare working. | have no idea
how to use them"

DR. EGCGERS: So you're being very specific
about when to take it, howto take it, those types
of instructions, right?

DR MLIO Yes, because | think that's a

key point.
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M5. COMN:. W' ve actually been working with
APA, the Anerican Pharnaci sts Associ ation, and we
have a graphical tool on how to exactly do that
because of all the calls from people that don't
know how to take the nedications. So it's day or
night, with food or without food, things to avoid,
possi bl e side effects.

Graphical tools, again, a picture is worth a
t housand words. That's a begi nning, but we al ways
encour age people to really have that conversation
wth their pharmacist. |If they don't know, go back
and ask the pharnmacist. They're trained to do
that. And the best resource is your pharnacist,
and actually go back and have that conversati on
wth them

DR. EGCERS: Thanks, Penney. Qur final
questi on?

DR. TERMAN. Greg Terman, University of
Washi ngton and Anerican Pain Society. | have a
question, but first an ad that Geg, allowed ne to
make. Takeback prograns are really inportant to

me. No matter what omni scient |legislator tells ne
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how many pills to give to the average patient as

t hey | eave the hospital for their lung transpl ant,
I'mlikely to give sone too many and sone too few.
So takeback is really inportant. There's going to
be sone that are going to be left over.

| just want to advertise -- | have no
conflicts of interest except for this interest in
t akeback -- but in the |ast year, Wl greens has put
up 600 stores that have takeback contai ners.

They' ve collected 7.2 tons of nedications, and
they're not just on DEA takeback. It's not just a
drug enforcenent.

So |'ve changed ny personal pharmacy because
of that, and if any other chains are doing the same
thing, I'd certainly be interested and adverti se
them as wel | .

DR. EGGERS: Thank you.

DR. TERMAN. But assumng | can't get
everyone to takeback their unused nedications, 1'd
be interested in -- as you know, mi suse, there have
been a nunber of studies that suggest that nost

peopl e who m suse nmedi cations is because of famly
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and friends giving them nedi cati ons.

|'d be interested in your perspective as a
physician trying to teach ny patients not to do
that, what is it about pain nedicine that allows
people to think that they can give themto other
peopl e?

If | see a kid with a sugar high, | don't
say, well, let ne get ny insulin and see if | can't
help themwith that. Wat is it about pain
medi cine that is seen so differently in our
society? |1'd be interested.

DR. EGGERS: Does anyone want to quickly
give --

MS. CARR | can say as sonebody who reports
and wites about drugs when we do the drug surveys
and stuff every year, | kind of disagree. It's not
just pain meds, and people wll tend to keep things
| i ke antibiotics, for exanple, just in case so they
don't have to go back to the doc the next tine
around. O if sonebody in the famly gets the sane
thing, they think they can just use the sane drug

over and over again.
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| think it's just a |l ack of understanding
about nedications. And at a very, very basic |evel
what we find is that people often overestimte the
benefits and underestimate risk of nedication. |
thi nk we've been culturally trained to see them
t hat way.

M5. COMN: | think it partly is we're a
conpassi onate society. W want to hel p peopl e when
we see soneone in pain. |'lIl never forget one of
the first neetings | went to at the FDA about REMNS,
and there was a not her who got up and said that she
had a daughter who died froman overdose, but it
was because of the grandnother.

So the daughter was visiting the
grandnot her, and the granddaughter was havi ng sone
pai n i ssues, and the grandnot her had gotten sone
medi ci ne for surgery and had sone |eft over and
said, "Here, take this.” No idea it was an opioid,
it would kill the granddaughter. The granddaughter
di ed.

I'ma grandnother. | can't imagi ne having

tolive with sonething like that. So | think
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people, that's where the public education is so
very critical, and we're not doing that. And we
better start doing it because if this grandnother,
i f she had only known, she would never -- it's
unintentional. It's a m stake, and we're just
trying to help sonmeone feel better.

That's hunman nature, and | think that's why
we do it.

MS. CHAMBERS: And, Dr. Ternman, it goes
straight to that fear factor, that they have that
fear thenselves or don't want to see ot her people
in that kind of pain, and so they are conpassi onate
and want to reduce that fear.

MR WLLIAMS: | would just add, conpassion,
I think, is one thing, but they work. They create
euphoria. Wiy do you invite sonebody to a bar to
have a drink? It works. | think there's an
acknow edgenent of the quick fix. | think
conpassion is one enotion, but I think we are in a
quick fix culture, and this is one quick fix.

One thing for your patients, | think,

simlar to public health education on guns, the
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notion that we have to | ock these nedi ci nes up
because -- | ook, teenagers have a | ot of

i nformation. Ei ght-year-olds have a | ot of
information at their fingertips. | used to go on
rxlist.comwhen | was 14 years old. | knew exactly
what i nprint codes would get ne high, okay?

So I think we have to not be naive that
young peopl e, especially who are the nost at risk
for these nedications, know a | ot nore about these
nmedi cati ons than sone people. Qur grandnothers and
our other fol ks know about these nedications, so
| ocking themup is a really inportant thing that
peopl e need to be educated about.

DR. EGGERS: | want to thank the panel for
excel |l ent remarks and di al ogue, and thanks for the
questions. W have an hour for lunch, is that
correct, Doug? So be back at 1:15, please.

(Appl ause.)

(Wher eupon, at 12:19 p.m, a lunch recess

was taken.)
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AFTERNOON SESSI ON
(1:19 p.m)

DR. THROCKMORTON: All right. Second day,
t hank you for com ng back fromlunch break. It is
a gorgeous day out there. | appreciate everybody
com ng back.

This afternoon's panel, this first panel
we're holding is called the federal panel, and it
reflects the federal response to the opioid crisis.
The one that's going to help lead this is Chris
Jones, who's worked in many of the Feds.

Right, Chris? | think you have experience
across nany of the -- currently the acting
associ ate deputy assi stant secretary for science
and data policy of the assistant secretary for
pl anning at HHS, and there's going to be a series
of sone presentations and a panel.

Chris, thanks for hel ping very nuch.

Feder al Panel
DR. JONES: Thank you, Doug.
Il think I wll keep ny conments certainly

brief for this portion and get started with the
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presentations, but we do have a series of
presenters fromvarious agencies wthin HHS who are
wor ki ng on the opioids space. This gives you a bit
of flavor of what we're doing around education for
prescri bers and prescriber training.

| believe our colleague from SAVHSA i s goi ng
to be the first up, and the slides are | oaded up.

Mtra, if you want to cone on up. Thank

you.
Presentation — Mtra Ahadpour
DR. AHADPOUR: Good afternoon. M nane is
Mtra Ahadpour. | amthe director of Division of

Phar macol ogi ¢ Therapi es at SAVHSA, and thank you

for allowing ne to speak today. |'maware that |
have 5 mnutes, so | will talk very fast. So
hopefully you will understand what |'m saying wth

nmy accent. Wen | talk very fast, it goes very
fast.

| just wanted to quickly go over what
happens on an average day in the United States. As
you see, nore than 650,000 opioid prescriptions are

di spensed; 3,900 people initiate nonnmedi cal use of
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prescription opioids; 580 people initiated heroin
use; and 91 people die froman opioid-rel ated
over dose.

| wanted to give you a brief overview of
sonme of our resources at SAMHSA. This is not
conpl et e. | encourage you to go to our SAVMHSA
website, and there is a | ot of great resources for
t he heal thcare providers and for patients.

One of our prograns that we are very proud
of is the Providers' Cinical Support System This
Is a coll aborative agreenent between nany
pr of essi onal organi zations, and there is a PCSS- VAT
and PCSS-O The MAT is for nedication-assisted
treatnment, and Ois for opioid therapy.

As | love data, I"'mgoing to give you sone
data. These are just sone of the highlights for
t he PCSS-O on the nunber of webinars that they have
created. And what | wanted to highlight here
quickly is the nentors. There are free nentors
available. | think this is really inportant.

|*ve been sitting for the past day and a

hal f and hearing everyone's input on opioid
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prescri bing, safe opioid prescribing training
tools. | think the nentor piece is extrenely
i mportant for the clinicians.

They just released a pain curriculum which
Is 14 nodules, and this really includes everything
fromsafe opioid prescribing, how to do the correct
comruni cation, notivational interviewng, really
how t o assess patients who both need an opioid pain
medi ati on but al so have the conorbid nental
i1l ness.

| think that's the piece we need to keep
going back to it. |It's great to have a safe opioid
prescribing training for the clinicians, but let's
pl ease keep in mnd that we al so need to include
the nental illness piece, the anxiety, the
depressi on, the PTSD

The PCSS- MAT, these are sone of the
hi ghlights. Also, there is a nentor piece, free
ment orship both for PCSS-O and MAT for clinicians.

The opioid prescribing in the dental
setting, we have had courses that were both in the

PCSS- O but al so through Boston University that we
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have supported. The 2000 nunber for the conpleting
training is for the past about two years, and this
iIs really intended for the denti sts.

If you' re interested in the granul ar data, |
have it, of how many were general dentists, how
many were oral surgeons that have partaken in this
course. Because to our mnd, the training should
be for all healthcare providers, for nurse
practitioners, nurses, physicians, dentists,
phar naci sts, social workers, chiropractors.

| think any profession -- this is ny
opi nion. Any professional that touches a patient,
that has a connection with any patient, should be
awar e about safe opioid prescribing and how to
assess the patient and about conpl enentary
medi ci ne.

| just wanted to give you that we have nmde
a MATx, which is an app that has wonderf ul
resources init. It's on nedication-assisted
treatnment but al so how to treat al cohol use
di sorder and tobacco use di sorder.

W went with Medscape and did a two-year
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program of screening brief intervention, referral
to treatnent, and we had cl ose to 75,000 | earners.

Thank you. |'mexactly on tine.

( Appl ause.)

DR. JONES: N ce work. You'll get a reward
after that for staying on target.

Next is Maj or Debbie Dowell from CDC s
Di vision of Unintentional Injury Prevention.

Present ati on — Deborah Dowel |

MAJ DOVNELL: Thanks, Chris.

Good afternoon, everyone, and |I'Il be
relatively brief. | just wanted to start naking
sone comments about the questions all of us have
been asked to address today and what we've heard so
far over the last day and a half.

| think I haven't heard much di sagr eenent
with the fact that we have a problent we have at
| east a coupl e of problens, both wth know edge
about appropriate, effective, and saf e managenent
of chronic pain in this country and also with
adverse events related to prescribing or opioid

anal gesi cs.
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| haven't heard nuch di sagreenent with the
I dea that we need nore education. Even if we don't
have random zed controlled trials show ng that it
works, it's likely to have low risks, and we know
that there is a need out there.

| think the nost preval ent concern we've
heard is the idea that prescribers, especially as
this was tied with the ability to prescribe opioids
t hrough a DEA |icense or something, prescribers
m ght opt out and stop prescribing opioids. But I
think it's reassuring. W've heard from New Mexi co
and sone prelimnary data fromIHS that this hasn't
happened, as well as sone data from Kai ser,
al t hough that was not mandatory.

| al so want to enphasi ze the opportunity for
potentially people to opt inin a different way
W th education. W've also heard comments about
It's not so nuch the education, it's what people
hear in the nmedia that scares them and | think
educati on can be a way to enphasi ze nessages such
as -- I'll just give you an exanpl e.

Most of you know the CDC put out guidelines

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

216

alittle over a year ago on opioid prescribing for
chronic pain. | think a |ot of people don't know
that the CDC gui del i nes advi ses agai nst suddenly or
uni laterally stopping opioids in patients already
on high doses or doing it quickly or abandoni ng
patients. But you have to read the guideline to
find that out. You m ght not know that if you read
the news reports only.

Educati on gives us an opportunity to
enphasi ze those nessages and get the inportant
information, if we can all agree on kind of a set
of basic infornmation that's inportant to be
I ncl uded education in an FDA bl ueprint or another
common under st andi ng.

Wth that, I'mjust going to spend a couple
m nutes sharing wth you sone of the resources that
CDC has made available in the | ast year and is
still working on in order to support inplenentation
of the recommendations in the CDC gui deline for
prescri bi ng opioids for chronic pain.

In the | ast year, we've made nore than 20

gui del i ne-rel at ed educati onal tools available for
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provi ders, including a checklist, fact sheet, and
gui des. We had a speaker from Consuner Reports
this norning who nenti oned the useful ness of a
checklist for airline pilots and in surgery. And |
just wanted to point out, we worked wth Atul
Gawande, who wote the Checklist Manifesto and has
been instrunental in getting checklists nore w dely
used in surgical practice. He and his team at

Ari adne Labs col | abor at ed.

The page in back you see is a one-page
checklist that has all the key elenents to think
about when you're considering or continuing opioid
prescri bing for chronic pain, just on one page.

We al so have a nobile app. It was rel eased
a coupl e nont hs ago.

We have nade avail abl e free conti nui ng
education credits on the guideline in partnership
with coll eagues at the University of Washi ngton.

It includes seven 1-hour webinars, which were
rel eased between June and Decenber of 2016, and
they're now avail able for downl oad and free

conti nui ng education credits on conpletion of a
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short quiz at the end.

Just | aunched three weeks ago in April, we
are also offering free web-based conti nui ng nedi ca
educati on on the guideline featuring standal one
nmodul es, interactive scenarios, resource |inks, and
know edge checks.

Just in light of sone of the discussion
we've had in ternms of how do you incentivize, what
ki nd of uptake can you get with voluntary versus
mandat ory training, we've had 2,500 page views of
this since we released the first nodule -- just the
first nodule is the only one available -- three
weeks ago, which we're pleased about. But when you
consider we're tal king about over a mllion
prescribers, | think we've got nore to go.

By the way, the previous slide | put up with
t he webi nars, had 44, 000 page vi ews, which again,
we're pl eased about, but we're far froma majority
of opioid prescribers in the United States view ng
t hese.

We'll hear a little bit later froma

col |l eague at CVM5, but | wanted to note that
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col | eagues at CMS have stated that they plan to
I ncentivize conpletion of these nodul es through
proposi ng as an i nprovenent activity claimng CME
credit for these nodul es.

The first eight nodules are |listed here and
w Il beconme available on a rolling basis through
the rest of the year. And in addition to these, we
are going to be adding additional nodul es on acute
pai n and other topics. You can see the ones we
have here add up to about 6 and a half hours, but
at this point, clinicians can pick and choose which
are nost relevant or could do a subset of these.

Then with the additional content we plan to
rel ease later, we m ght be able to think about
sonething if you do your initial continuing
educati on one year, and then two or three years
| ater, you can pick anpong the other nodul es that
are nost relevant to your practice.

| just wanted to note Penney Cowan spoke
pretty eloquently earlier today about the need for
communi cation, and we did try to put an enphasis on

communi cation in these nodules wth one nodul e
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f ocusi ng excl usively on conmuni cation with
patients. The other nodul es have opportunities to
practice conmuni cation skills, including

not i vati onal interview ng.

This is just informati on on where to find
CDC s training resources, and | wll stop there and
continue the discussion |ater on. Thank you.

( Appl ause.)

DR. JONES: Thank you.

Next is WIson Conpton from Nati onal
Institute on Drug Abuse to tal k about what N DA and
NlH are doing in this space.

Presentation — WI son Conpton

DR. COVPTON: Thank you very nuch, Chris,
and good afternoon, everybody.

Part of the pleasure of working at the NI H
is that our job is to pronote the devel opnent of
new know edge, but if we do that in a vacuumand it
sits on a shelf, it's not very satisfying. So it's
essential that we coll aborate, both with the
practice conmunity and in order to reach the

practice community, through all of our federal
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partners.

So the people at this table and nmany ot her
people in the room have been terrific partners in
both working with us to figure out, well, what are
t he questions that we need to focus our research
enterprise on, and then in naking sure that we
devel op information that will reach the popul ati ons
that we hope to help solve their probl ens.

The broad thene for us at NIDA and for N H I
think can be sumed up with the title of this title
slide. Qur goal is to science to nake solutions to
t he public health problens in our country, and of
course, in this case, we're tal ki ng about
educati onal issues related to clinicians and how we
can use this to drive towards sol utions of the

opioid and pain crises in the United States.

Now, | just have a couple things | want to
hi ghlight for you. First, I'Il highlight for you a
series of neeting that the NIH will be undert aki ng

in June and July of this year. These are being
I mpl enented out of the Ofice of the Director, so

Dr. Francis Collins is leading the effort to
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devel op three key targeted neetings that wll

i ncl ude hopefully, the devel opnent of
public/private partnershi ps where NI H provides nuch
of the work on the basic science, the process of

di scovery, but we partner with the pharmaceuti cal

I ndustry and with biotech and possi bly even device
devel opers in order to see these things brought to
clinical practice. Because it's rare that we can
do this on our own, and it's only by working
together that we can bring these products out to
the public to nake the difference that we hope they
will nake.

Now, the three topics are addressing issues
that are of inportance to the group here today.
First and forenost, we need better pain nanagenent.
The key obvious exanple is we use opioids for an
awful | ot of pain treatnent, and while we have
ot her approaches and we're all in favor of the
I nt egrated approaches to pain treatnent, woul dn't
it be nice if we had potent anal gesics that didn't
have the sane side effects as our current range of

t he opi oi ds?
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Ther e have been sone breakt hroughs recently.
' mparticularly excited about the biased nu opioid
agoni st nedications where it |looks finally |ike
it's possible to have sonething that has a potent
opi oid painkilling anal gesic i npact but doesn't
have the devel opnent of either sensitization or
tolerance -- that's part of your pathway to
addiction -- or respiratory depression, because it
turns out that those pat hways can be decoupl ed.

Now, the question for the clinical studies
w Il be how nuch do these pat hways conpletely
separate or is there relative separation. W, of
course, would lIi ke a conplete separation for them
to maxim ze pain relief w thout addictive
potential. That remains to be proven, and that's
just one exanple of how we can devel op safe and
effective non-addictive strategies.

| haven't even nentioned transcrani al
magnetic stinulation and the |i ke, but those are
sone of the work that we hope to stinulate with
this neeting com ng up.

The second broad thene, which isn't directly
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related to the topic today, but could because |

t hink part of the inplenentation of training around
pai n managenent is when is it appropriate to

I mpl ement nal oxone di stri bution, nal oxone
prescriptions and the like for pain patients.

Is it for every acute prescription that we
provi de? Probably not, but is it for every
chronic, particularly high dose? The data would
suggest from sone N DA-funded research in the |ast
few years that that m ght nake good sense.

The second neeting wll be inproving
overdose interventions and overdose reversal,

I ncl udi ng such things as respiratory stinulation
syst ens.

Finally, the other key conponent of our
neetings and the third neeting wll be focused on
I mproving opioid addiction treatnent. This takes
two realns. We have on the one hand, we need to
I mprove our inplenentation of the strategies that
we know can be effective, but even in the best
hands, while I"'mthrilled that we have net hadone,

bupr enor phi ne, and the | ong-acting nal oxone to
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treat opioid use disorders, they're not nmaximally
effective. They don't have the penicillin-size
effect size for mddle ear infections, for exanple,
or sonething like that. And that's what we woul d
like. W'd |like sonething that is easy for
patients to take, the patients want to take it, and
| eads to better outcones than the current

t echnol ogi es.

So that's what we will be supporting in the
next nmonth or two in this broad sphere to help
stinul ate what we have as a broad portfolio in this
ar ea.

Now, in ternms of the educational areas, N DA
Is very pleased to add to the range of resources
that are available to clinicians. These are
broadly under our NI DA ned website, and | highlight
for you a variety of materi al s.

In particular, |I highlight for you our CME
courses that we did with Medscape. This was with
funding from OVMDCP a coupl e of years ago. And we
were surprised that over 100,000 people took those

trai nings. That was a new experience for us, to be
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that popular in terns of people signing up, and it
spoke to us about the trenendous interest and need
that clinicians have, at |east sonme of them in

I mproving their prescribing practices.

Finally, nore broadly across the NNH w il be
the NIH Pain Consortiumthat are devel opi ng
specific pain assessnent and treatnment nodules. |
encourage you to take a |l ook at the website for the
Center of Excellence for Pain Education for nodul es
| i ke Edna, who's a clinical case nodule to help
| earn about assessnent and treatnent of | ow back
pai n, and a handful of others. W wll be rolling
out nore and nore of these to i ncrease our range of
resources for those that want to i nprove assessnent
and treatnent of pain.

Thanks very much. | look forward to
di scussi on.

(Appl ause.)

DR. JONES: Thank you, W/ son.

Fi nal presentation is Jeff Kelman from CMS
who wll tal k about what's happening in the

Medi car e space.
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Presentati on — Jeffrey Kel man

DR. KELMAN: Thank you. 1'd first like to
thank the FDA for inviting ne to be on this panel.
It's always a nice event in ny week. |'m always
al so sonewhat hesitant when | accept one of these
I nvitations because while you are all scientists,
I'mjust a payer.

There was an adm ni strator at CMS, about
10 years ago, who referred to us as "one big dunb
payer." Well, hopefully, we've gotten | ess dunb
since that point, and in fact, there are tools we
have at our disposal that can hel p us address the
opioid crisis, which is so risky for our
benefici ari es.

' mgoing to tal k about sone of them and how
to inpact the paynent systemto direct people to
better care. | want to discuss briefly within the
five mnutes | have our utilizati on managenent
system for opioids, our point of sale step edits
for opioids, and our quality measurenent for opioid
use.

In general, |I'mgoing to be speaki ng about
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the Part D drug benefit, which is only section of
areas we develop in, but it's a big section. W're
close to 30 percent of all witten prescriptions in
the U S. at this tine.

The OVS5 was started in 2013 when we first
cane to realize that we were using a | ot of
narcotics in the Part D benefit. |It's addressing
t he nost severe of the severe cases. It's a
retrospective review of those patients, of those
beneficiaries, who had nore than 120 MED for nore
t han 90 consecutive days with nore than three
prescri bi ng physicians and nore than three
phar naci es.

This is the fringe on the outside. W
require direct outreach, training, education, and
Intervention, and followup if necessary to explain
and identify the needs of this popul ation. W
excl uded, by the way, cancer patients and patients
Iin a hospice. Over tine, we've had a great
success. | was actually surprised by the effects
of this nethod, which goes to show paynent actually

does count, and | can't resist giving some nunbers.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

229

In 2011, we had 31 mllion Part D enroll ees
with 10 mllion enroll ees on opioids, at |east one
prescription during the year. That's 32 percent,
and that |evel stayed pretty nmuch the sane
t hr oughout t he program

There were 29, 404 beneficiaries who net the
criteria for outlier use as defined. |In 2013,
there were 37 mllion enrollees, 31 percent using
opi oids, and only 25,347 outliers.

In 2014, we had 40 mllion enrollees wth,
again, 31 percent opioids and 21,838. In 2015, we
had 42 mllion enrollees with 15,651 outliers.

Last year in 2016, there are now 44 mllion Part D
enrollees with only 11,595 outliers.

In summary, we had a 60 percent reduction in
t he absol ute nunber of drug users in spite of
I ncreasi ng popul ation and a 70 percent reduction in
outliers, 60 percent of total enrollnents. This is
nore of a success than | expected, and it addresses
one coterie, but we hopefully have spillover
val ues.

The second program which is starting this
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year, is real-tine point of sale edits. The OM5is
based on retrospective | ook after the damage is
done. The point of sale edit involves an edit

bef ore the di spensing event is done, | ooking at
cunul ati ve doses that trigger a certain |level,
generally, 90 MEDs for a soft edit and 200 MEDs for
a hard edit.

A soft edit, by the way, neans it's
reversi bl e by the pharnmaci st at point of sale based
on discussion wth a physician and a patient. A
hard edit neans it requires an absol ute pl anned
appeal before the drug can be di spensed. These are
all based on educational |ines that we expect our
physi ci ans and our pharnmacists to foll ow.

Since we started it for the first tinme this
year, | can't give you any nunbers as to success.

Lastly, we use a quality neasurenent of
opi oids, which we've just devel oped wth the
Pharmacy Quality Alli ance.

Quality neasurenent is an interesting field.
If attached to a pay for performance system it is

very effective at changing share, and it's

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

231

w despread and i nvol ves every opioid prescriber in
Part D and anybody el se who downl oads and utilizes
our quality measurenent.

The opioid for high dose in persons w thout
cancer neasure has three rates, and they're
basi cal |l y an unpacki ng of our OV5 system The high
rates of sinple daily dose nore than 120 MED for 90
days, there is the proportion of individuals
receiving prescriptions from4 or nore pharnacies
and 4 or nore prescribers, and the last one is the
conbi nati on where they have nore than 120 MEDs for
90 days plus the 4 or nore pharnacists and 4 or
nore prescribers.

Because it's in a quality neasurenent system
whi ch goes across all our plans, it's picked up by
everybody. Because it's in a pay-for-performance
system everybody pays attention to it, and we have
great expectations going forward that this wll
have a greater inpact than our OMS system because
it's nore broader based.

Thank you, and I'Il take questions |ater.

( Appl ause.)
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Panel Di scussion

DR. JONES: Thank you to our presenters, and
I would ask FDA and DEA col | eagues to cone up and
join the panel. | think everybody has nmics, so
hopefully, they're turned on.

We do have a few questions for discussion,
but I will probably go off script alittle bit.

But | would like to start, based on the totality of
what fol ks have heard over the |ast couple days and
what you're doing wthin your own organi zati ons and
what's happeni ng across the federal governnent,

what do you think are the nerits of a requirenent
for prescriber education or alternatives for
voluntary or incentivizing?

What is, from your perspective, the best way
to approach ultimtely acconplishing the goal of
reduci ng i nappropriate prescribing, reducing
opi oid-rel ated harns?

"Il just turn it to the panel to address
t hat question. | know that sone of you have
al ready spoken on sone of this, but just thinking

fromit collectively of what you' ve heard over the
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| ast coupl e of days.

Debbi e?
MAJ DONELL: | can start. | think voluntary
is niceif it works. I'ma little bit skeptical of

our ability to reach the people we npbst need to
reach with the voluntary program W' ve heard over
the | ast couple of days that the majority of

provi ders are now enpl oyed in organi zati ons, and
we' ve heard a |l ot about a ot of great work in
education going on in health system but there's
still a very large proportion of providers who are
in solo practice.

We al so know that sone of the states have
al ready required nandatory education but not all,
and states are going to have very variabl e anounts
of resources to conme up with a prescriber training.

| think we've heard over the | ast couple of
days everybody acknow edges we have a probl em and
that we don't have extensive proof that nandatory
education would work. It nmakes sense that it would
work. It's likely to be |ow ri sk.

My main concern about voluntary is that if
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you incentivize, you' re going to incentivize first
t he prescribers that probably need this the | east,
and we're not going to reach the prescribers who
really need this and ot her heal thcare providers.

DR. AUTH. Doris Auth fromthe FDA. | would
just like to dovetail on what Deborah said. W
have a few voluntary prescri ber educati on prograns,
as | pointed out yesterday in ny presentation.

In particular for the FDA extended-rel ease
| ong-acting opioid REM5 program we haven't net our
training targets. You could say that we could have
done our targets differently. W could have cone
up with different nunbers. But we often wonder
when we | ook at the assessnents and actual nunbers,
are we really getting to the right providers? The
providers that are taking a voluntary training, how
are they different?

Qur expectation is that maybe they are
providers that may not need to take the training.
They are the ones that are out there | ooking for
educati on and want to do the right thing. Mybe

t hose providers aren't really our target that are
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t aki ng the voluntary program

DR. KELMAN:. | actually always see a third
option. There's voluntary training, there's
mandatory training, and then there's incentivized
training. For us it's because we see this as a
payer. But in general, there are prograns at CMS
t hat give increnental paynent inprovenents for
foll owm ng certain benchmarks.

That's not nmandatory in the sense that the
prescri ber is not out of the programif he doesn't
followit, but it certainly enhances his interest
in actually finishing the option because he is
I ncentivized by higher paynents. |If we can cut
that, |I've found it a nore practical solution.

DR. COWPTON: Certainly froman N H
perspective, this is not sonething that we're going
to have a direct opinion about. Qur goal would be
to use research to help informthese discussions.
Where there is natural variation, that m ght | ead
to natural experinents that could be exploited to
| ook at the inpact of training nodels and

approaches to pit required education agai nst
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voluntary or incentivized educati on.

Certainly in listening to the discussion
yesterday and today, |'minpressed that an aw ul
| ot of people don't get trained with a purely
voluntary -- the clinicians don't necessarily
recogni ze that they have a | ack of know edge or
| ack of ability to do this prescribing. They think
it's easy, and they m ss sone of the nuances. |
think that nmay explain why we see such egregi ous
prescri bing practices when we | ook at the nedi cal
records.

DR. AHADPOUR: | think what woul d be
Interesting is -- so for ne, I know we keep talKking
about physicians, but it's all health
pr of essi onal s, physician assistants, nurse
practitioners, nurses, pharnacists, social workers,
chiropractors, physical therapists. To ne, it is
all healthcare providers that we should keep in
m nd.

| thought it would be interesting because we
have all these training nodules that we' ve been

doing. Wuldn't it be interesting to | ook back and
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have a survey, which we are considering right now
at SAMHSA, that after they conplete their training,
go back to these healthcare providers six nonths

| ater, see has their behavior changed. How is the
patient affected? Has the quality of life of the
pati ent been affected? Has it becone better?

Some of the questions to think about -- and
| do agree with Deborah that it is lowrisk to say
for right now, we don't have the random zed
controlled trials, we don't have all the data.

| love data nyself, so | am biased towards
data, but right now because there is an opioid
crisis, we should not wait for the data, and maybe
we should nake it mandatory. And there is so many
different options of incentivizing providers to
have this training. So to ne, it nmakes sense.

DR. JONES: | have a question on the
mandat ory side and the idea that people may opt in
iIf it's voluntary and those are the peopl e naybe
we' re not concerned about. But what do we know
about the people who are the outliers and whet her

or not we think nmandatory educati on woul d be
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successful in changing their behavior?

We | ook at PDWVP data, and we see that there
Is a small nunber of prescribers prescribing | arge
vol unes of opioids. Sonme of those are associ ated
with pain clinics, and certainly Florida and ot her
states have had issues with that. Mandatory m ght
check a box, but how do we work towards changi ng
t heir behavior when it's not necessarily a
know edge deficit, and that m ght be contri buting?

Just thoughts on approaches to address that
popul ation, who really you would |i ke to change
their behavior, but it may not be a know edge
I Ssue.

DR. AHADPOUR: One thing to think
about -- and I"'mjust throwing this out. | haven't
t hought about this. One thing you could think
about is can we go back to these providers when we
do this 6-nonth or 3-nonth survey, but put a
mentoring piece to it, so they have a nentor after
t hey conpl ete their training.

The mentor piece of it, there are several

different ideas of how you could have nentoring al
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t hroughout the country that would be sustai nabl e.
But maybe through that nentoring piece, we have
sonething to see are they changing their behavior,
maybe direct themto change their behavior.

MAJ DONELL: | would definitely agree that
SAMHSA has PCSS- O and PCSS- MAT, which are great
mentori ng programs. Project ECHO i s anot her nodel
for how we m ght conbine foll ow ng up on sonme basic
educati on and possibly al so get sone feedback.

| think it's going to be a very |large and
difficult workload to try to neasure this across
the US. One thing you could do -- it's nuch
easier wwthin health systens, and we've heard sone
great exanpl es yesterday and today about that.

CDC i s al so worki ng on devel opnent of a
package of quality inprovenent netrics, and we
heard from CM5 about quality neasures. W don't
see it as tied to paynent, but they're just
I ntended to be part of the quality inprovenent
process in healthcare systens, and we've been
vetting themw th stakeholders on feasibility and

usability, and we'll be piloting those in a few
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health systems. W' ve heard about sone simlar
wor K goi ng on.

| think the chall enge, again, is outside
t hose | arge health systens and maki ng sure that
you' re changi ng behavi or anong the solo docs. |
t hi nk one possibility for |looking at that is having
states | ook at their PDWP dat a.

| also wanted to nmake the point -- | think
sonebody el se nade this yesterday -- that there
probably is a small group of prescribers who are
not going to change no matter what we do, and |
think it's nore fruitful to focus on the group that
has naybe | earned prescribing and pai n nanagenent
practices that we now know are outdated. |
actually think that that's a larger and certainly a
nor e changeabl e group than that core that are not
goi ng to change no nmatter what you do, which is
probably a problemto be resol ved not by educati on.

DR. KELMAN. It's very hard to get docs to
change their behavior, and | don't think it's
predom nantly an education issue. | think it's a

culture of practice issue. |If incentives can't do
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it, then the only end result -- part of incentives
is al so conparative infornation.

Sonetinmes it's very effective to send a
doctor a conparison to his simlarly-situated peers
who nay have a better prescribing behavior or any
activity. But in the end, if incentives don't work
and conparisons don't work and educati on doesn't
work, the only option is to renove the DEA |icense
to prescribe, because that wll always work.

DR. COWPTON:  Your question rem nded ne,
Chris, and Jeff just rem nded ne, that our goal is
not sinply increasing the know edge of clinicians.
Qur goal is to change prescribing behavior, and
even that's not really our ultimate. Qur goal is
to i nprove patient outcones.

Keeping that as our target, | think is how
we ought to both neasure and understand what role
does the educati on system provi de, and can you
reach that culture change with incentivized
voluntary practices versus a mandatory educati on?
| think that's an inportant possibility.

| also think there m ght be sone
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t echnol ogi cal approaches that m ght hel p. An awful
| ot of prescriptions are now witten on an
electronic basis. Well, if the normal nunbers of
prescriptions aren't unlimted, naybe we coul d
nudge people towards smaller prescriptions with

aut omat ed prescriptions for 10 tablets. You could
al ways override it, but how cone sonebody al ways
wites for 120? Well, they do it out of habit. So
i f we help shape that habit through the creative
use of technol ogy, that m ght be a way to reach the
sane goal s.

DR. AUTH. The REMS assessnents that we get
for the -- and we presented that in this | ast year
I n our advisory conmmttee. W do use surveys. W
ask the sponsors to conduct surveys of prescribers
who have taken the training and those who have not.
W try to nake conpari sons.

We are also trying to | ook at prescri ber
behavior. That's exceedingly difficult, especially
in this popul ati on where there have been so many
different activities occurring. And we're al so

trying to | ook at how can we get better at |ooking
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at patient outcones, and that's very, very -- at
| east in the scope of the REMS assessnents, it's
extrenely chal |l engi ng.

There's a |l ot of surveill ance data out
there, and again, it's also lots of limtations
with that. But then al so, what caused the change
in behavior, if there is a change in behavior? Ws
It everything el se that's happening? Ws it the
educati onal progranf

| think even patient outcones is potentially
nore difficult to study, but that's just ny opinion
based on what we've seen in the REM5S assessnents.

DR. JONES: | have a question nmaybe for Jeff
to start. This is obviously focused on opioids and
certainly in the REMS context, it applies to a
particul ar group of opioids, and thinking about,
okay, we want to change behavior. W want to
| mprove patient outcones. W want to inprove
access to high quality pain care.

So in the context of mandating education or
scal ing up education, what do you see as the other

critical elenents to success? So thinking about
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t he CDC gui deline says do ot her things than
prescribe opioids. That's the first reconmmendati on
essentially. Do we have a systemin place that
makes t hat possi bl e?

So we're putting forward education to say
choose ot her options, but how do we build a system
and change rei nbursenment and paynent, and work wth
health systens to ensure that that is an option for
clinicians to actually have, if we're educating
themthat that's what they should be doi ng?

DR. KELMAN.  Fromny point of view, it goes
back to quality measurenent and perfornance
nmeasurenent, and this is what it was invented for.

I f you have a series of guidelines that

are -- neasures start with best practice, they go
to guidelines, and then they go to quality
measurenment. And establishing the nmeasurenent

t hrough a consensus group is key. Getting it
adopted it is inportant. GCetting it endorsed is
i mportant. But none of this matters unl ess there
are paynent incentives at the end is ny general

| mpr essi on.
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" msorry to say that after the | ast
10 years, but just quality alone doesn't have
enough of an inpact on cultural change. You need
i ncentives, and that's why pay-for-perfornmance
systens were invented.

DR. JONES: Maybe a question for WI son
t hi nking fromthe research perspective. In this
environnent, it's often thought of nandatory CME, a
coupl e of hours, and that's what states have done.
It's sone of the bills you' ve seen in Congress.

| think there is a growi ng evi dence base for
how educati on can be provided. | worked with
Debbi e when | was at CDC, she was in New York,
around acadenm c detailing. QCbviously, that's a
nore i ntensive effort.

What's your take on how do we put prograns
in place to create |asting behavi or change, and
what does the science tell us, a 1- or 2-hour
course versus sonething nore intense or sone
stratified approach to where sone individuals m ght
need a |ighter approach and others a nore in-depth

t ouch?
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DR. COWMPTON. To a certain extent, the
adopti on of innovation has been studied in multiple
contexts, both healthcare and outside. So you
t hi nk about how si nple of a behavior change are we
| ooking for. The sinpler and easier to practice it
Is, the nore |ikely people are to take it up based
on educational efforts at |least as the starting
poi nt. But for nost of the behaviors we're talking
about, they are a |l ot nore conplicated such as the
deci sions that go into deciding how |l arge a
prescription to wite and how long to wite it for.
That's ultimately what we're tal ki ng about here.

So a sinple, single educational session is
unli kely to have the maxi muminpact on that. It
wi || have sone inpact around the edges, but | think
the education all by itself probably isn't going to
be enough. That's what the data woul d suggest.

How do we design a systemthat's nore than
just do this online course for a couple hours? |
was really inpressed by what we heard out of New
Mexi co and others, that they're inplenmenting in the

real world sonething a little nore thorough and
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nmore conplete. And I'll be curious to | earn does
t hat have the inpact that it |ooks like it should
froma theoretical standpoint and from a know edge
about education | eading to change.

DR. JONES: Debbie, fromthe CDC s
per spective, obviously, over the | ast year, you
have put quite a lot of tinme and thought into
devel opi ng nodul es, devel oping different training
programs, conducting webi nars. Wat was the
scientific process behind that and where you | anded
and decided on certain things? Wat inforned that?

MAJ DOVNELL: The content of the nodul es?

DR. JONES: The content and then how you
were putting theminto action.

MAJ DOVNELL: A couple of different answers
to the two different questions, but the content of
t he nodul es was nostly based on the CDC gui deline
and the evidence that we had gathered and the
di scussions with stakehol ders we had gone through.
We have also vetted with additional stakehol ders
fromthe perspective of how providers receive

educati on.
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Then the evidence base for what kind of
education would work, | would say was | ess
devel oped, and so we just | ooked at what had been
done in the past, sonme of the work with Project
ECHO that has inforned the University of Washi ngton
and their tele-pain program So we nodel ed the
webi nar series on that.

| don't think there was a rich evidence base
to gui de the educational nethod. You nentioned our
wor k previously on academ c detailing, and | think
we actually got sone promsing results in terns of
bot h provi der know edge and behavi or change. But
as you nentioned, that's a nuch nore expensive,
much nore resource-intensive effort that | don't
know is realistic to reach the entire United
States. But that's sonething we could think about
reachi ng, maybe areas of the country that have been
Identified as having a bigger problemfor that nore
I nt ensi ve educational effort.

DR. AHADPOUR:. W did sonething cl ose but
not about pain managenent. W did a canpaign |ike

a couple of years ago at SAVHSA, and the idea
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behind it was instead of waiting for the clinicians
or the patients to conme to us that may have never
heard about SAVHSA, it's for us to go to them and
try to get the attention where they are.

We did several canpaigns through Google to
see if they would click on our opioid overdose
prevention toolkit, and we actually got data,
because | | ove data. W | ooked at how many peopl e
clicked on, were they on the SAVHSA website, did
they actually download it, did they actually read
it, and we took it a step further.

To ne, it was exciting because what we did
was we | ooked at the digital footprint. So that's
sonething a little bit different. This is |ooking
alittle bit at behavior. So they cone to the
SAMHSA website, download it, but what do they do
aft erwar ds?

Those are things to think about, just think
alittle bit different, comng up with innovative
ways of | ooking at can we change behavi or, and what
I's that behavi or change?

DR. JONES: O hers on this topic?
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(No response.)

DR. JONES: Going to the second question
t hat has been posed to the panel, we've tal ked a
little bit about this, but discussing the goals of
prescri ber education and the desired inpact that
t hese educational interventions should have, | know
t hat FDA' s put a great deal of thought into
t hi nki ng how do we neasure the inpact of the RENMS
program and we probably heard sone of that
already. But it mght be interesting from Doris'
perspective to think about how has that shifted
over tine as you-all have | earned through this
process as the REMS was goi ng.

Then just for others to weigh in on, what is
realistic for an educational intervention, and
where should we be setting those expectations?

DR. AUTH. How it's changed over tine, |
t hi nk was brought to light |ast year at the
advisory commttee. W had a few years of data, a
few years of experience, and | think what we really
| ear ned was we need nore information, we need it to

cone in differently, we need to | eave no stone
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unturned as far as what we're eval uating.

| think with the help of our epidem ol ogy
col | eagues, we were getting better. | still think
we have a ways to go about where the best way to
nmeasure the inpact of these training prograns.

The one itemthat we are asking the sponsors
to provide is nedical exam ner data froma few
different states. You may be aware that that's not
avai | abl e throughout the country. W have to take
step back and think that we are not going to get
this global surveillance data, and it's going to be
hugely hel pful, that we need to scale it back and
| ook at smal |l er pockets and see what's been
effective, how behavi or has changed in those
pockets, and then maybe try to trace that back to
an educati onal program

We're continuously evolving in how we're
eval uating the REMS program

DR. COVPTON: | think one of the
difficulties is to neasure how nuch the educati onal
programitself has the inpact versus how much is

the publicity or the concept of drawi ng attention
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to the issue of poor prescribing behavior in a
general sense is having the inpact.

Wiile we heard earlier that California
requiring extensive CME on the issue of pain and
prescribing didn't have a big inpact in California,
|'d be curious whether there's evidence -- and |
don't know of any -- of whether sinply draw ng
attention to it by making these requirenents at a
state or local |evel does have sone salutary inpact
I n beginning to change the nedi cal culture.

Because | don't know how nuch it's going to
be the direct training versus shifting of the herd
behavi or, which ultimately may be the nore
I mportant goal and not easy to draw out the causal
pat hways and really determ ne what the key
I ngredi ents are.

That's why | certainly think an educati onal
programall by itself, probably not the way to go.
So how do we enbed this in a |larger set of
practices that link to poor treatnent of pain on
t he one hand and the overprescribing, overreliance

of opioids that's put us in this dreadful situation
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wth the opioid crisis?

DR. KELMAN: |I'minpressed that there really
are three different kinds of prescribers, and they
probably have to be addressed in three different
ki nds of ways. There's the doctor who is | ack of
know edge, who doesn't understand about the best
practices in opioid prescribing. There are a set
of doctors that may practice fine on their own but
aren't aware of the others who are witing
prescriptions for their patients, |ack of

coordi nati on. Then there are doctors who are

involved in pill mlls and know exactly what
they're prescribing. It's a conpletely different
I ssue.

The training is different for all three of
them The first group, actually educati onal
nodul es may wor k, the second group needs
educati onal nodul es about conmmuni cation, and the
third group needs the Departnent of Justice, not an
educati onal nodul e.

DR. COWTON:. We'll | ook down the table for

our colleague to help with that.
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DR. JONES: Debbie, fromyour perspective,
since you have been rolling out the CDC guidelines
and | know there's plans to try to evaluate or get
a sense of inpact, what was the thought process
t hat you guys put in place, and where did you | and
on goal s about what was realistic that you could
achieve with how you were inplenenting the
gui del i ne di ssem nati on?

MAJ DOVNELL: We've thought about that in a
couple of different areas. One is just eval uating
the inpact of the guideline itself, and we just
went through the recommendations in the entire
gui deline and said what would we like to see in
terns of prescribing practices.

| would say sonme of the things we thought
were really inportant but really extrenely
chal l enging to neasure, other things we thought
were really inportant and easier to neasure. For
exanpl e, better care of patients with chronic pain
has been one of the nore challenging things to
figure out how to neasure.

W are in the quality inprovenent netrics.
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We are trying to | ook at that by | ooking at
referrals to nonpharmacol ogi c t herapi es anpng
patients with chronic pain, whether or not they're
receiving opioids. Sone of the things that m ght
be easier to neasure, are people |ess often
prescri bing 60 days of opioids after a m nor

surgi cal procedure.

We were | ooking at both what do we think is
really inportant and what do we think is feasible,
and there's sone overl ap, sone areas where it's
continuing to pose chall enges.

DR. JONES: Mtra, from SAVHSA s
perspective, | know you covered a coupl e of
different things. Wat are the expectations around
t he programmati c work that you do? Wat do you use
to nmeasure i npact? You have contractors or
grantees who are doing sone of this for you, and
what's that process on engagenent to say we're
maki ng a good i nvestnent here in hel ping to change
behavi or ?

DR. AHADPOUR: W have the PCSS-O or

PCSS- MAT and Boston University. They all have
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different prograns, training prograns that they
have put out for healthcare providers. W neasure
t he nunber of | earners, how many heal t hcare

provi ders actually access our prograns. That is
one way for us to | ook at.

We are taking it really a step forward. W
are | ooking at right now the proposal that we have
put forward is to go and | ook at these clinicians
t hree nonths down the line, six nonths down the
line. And it's wonderful to know how nany peopl e
have conpl eted your program That's great, |ike
expert for Medscape 75,000, that's wonderful.

| actually went and read everyone's
comments. They gave ne the coments of the
heal t hcare providers. | would go and read each one
of themto see what the issues they were talking
about, what gaps they found in it, what do we need
to do differently.

That was hel pful, but |I really want to see
it three nonths down the line, six nonths down the
| i ne and see have we changed their behavior. It's

wonderful for themto say, oh, we |ove your
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training program It was wonderful, but what is
happening in their practice? |Is the denti st
changing their practice? Are they prescribing |Iess
opi oids? Are the patient outcones inproving?

In a way, we are seeing a change, and this
I's not by random zed controlled trial. This is
just coll eague speaking. Recently, | was with ny
col | eagues from dental school because | was in
dental school, before going to nedical school, and
I was talking to them They said they're
prescri bing | ess opioids, and they were sayi ng, we
don't know what's going on. Sonehow there's all
t his educational trainings on safe opioid
prescribing, and they said, we are doing | ess
because we found out regular Tylenol with a
nonst er oi dal does the sane thing, conbination can
do the sane thing as giving an opioid nedication.

So their behaviors are changing. And it
woul d be nice to look at that inpact wth surveys.
| know it's not feasible to do it for the whole
nation, but if we can get a group of providers from

different specialties to look at it, it would be
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i nteresting, and then change our training based on
what we find.

DR. JONES: I1'Ill throw this out to the
group. Debbie raised this during her coments
around peopl e opting out or unintended
consequences.

How ar e peopl e nmeasuring those types of
potenti al outconmes? Because we have seen
nationally opioid prescribing declining. | think
there's still questions anong what population is it
declining. So as you're inplenenting prograns, how
do you think about -- are we targeting the
popul ati ons of patients who we want to nove away
from opi oids or reduce their risk for opioids
versus those who are doing fine but are caught up
in efforts to broad-brush and constrain the supply?

DR. COVPTON: | don't know that we have nuch
data on the nunber of prescribers and whet her
that's changi ng, or whether the practice patterns
are changi ng because of the either new requirenents
or potential for new requirenents. W're certainly

heari ng anecdot es about that.
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The data we've heard in the | ast day and a
hal f does not suggest that there's been a
w despread shift, but that is sonething that could
and should be tracked. | would think within
heal t hcare systens, they m ght be able to track
that fairly readily.

| would al so think just sinply tracking how
many peopl e have their DEA registration, does that
shift over tinme? How many clinicians have their
regi strati ons and do we see that dropping based on
t hese changes? That won't exactly work because you
coul d have a registration and not prescribe.

We al so mght be able to use commerci al
dat abases like IM5s and simlar to track clinician
behavi or. Those are at | east sone resources that
could be utilized to get at sone of that question.
In sone ways, it seens to be nore of a theoretical
than a real concern at this point, but that's
certainly something to keep in m nd.

Are we pushing people out of practice who
otherwi se we would like to keep in practice? |

think that's inportant to consider, is nmaybe sone
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of those who are stopping witing prescriptions, we
don't witing the prescriptions to begin with. |
want to make sure you know what you're doing before
you wite those prescriptions. W don't want
peopl e just doing them w thout knowi ng how to do it
correctly and adequately, and we do see sone really
egregi ous prescription practices.

DR. KELMAN:. W can al so | ook true outcones,
opi oid overdose deaths. If we found that
everything we did had no inpact on overdose, it
woul dn't encourage us it was the right direction.
On the other hand, if you see a progressive
decrease in the overdoses in | arge databases, it
woul d encourage us that it's the correct outcone.

MR COWTON: It's getting a little nore

conplicated because of the inportation of fentanyl

and so nany people getting poisoned with illicit
opi oi ds now, whether that's in -- they think
they're getting a pill fromtheir friend or

nei ghbor but --
DR KELMAN: It's a counterfeit?

DR. COWVPTON: Yes.
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DR. KELMAN: The problemis if all we're
dealing is switching from prescription opioids to
illegal fentanyl, I'mnot sure we're not getting a
secondary outcone we don't want.

DR. COWPTON: O course.

DR. AUTH. To the question you rai sed about
| ooki ng at nunber of prescribers and how that's
changed, at |east for the extended-rel ease, | ong-
acti ng opioids, before the program was approved, we
had sone of our drug utilization fol ks do an
estimate. Again, these are prescribers who are
regi stered for C 2s and 3s that had witten a
prescription for an extended-rel ease and | ong-
acting in the previous 12 nonths.

Wien they | ooked at this in 2011, the
esti mate was 320,000, and that's how we cane up
with sone of our training targets. W asked them
to go back and do that again | ast year before we
had the advisory conmmttee. They used a slightly
di fferent nethodol ogy, but the bottomline is that
it really hadn't changed.

Again, that's just maybe a small exanple
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because we were focusing on the extended-rel ease
and long-acting. So if we expected our programto
have any i npact on who was prescribing those, it
really didn't.

DR. JONES: Maybe a wap-up question; we
still have sone tinme. The issue of state versus
federal and the idea of via REMS or via DEA
regi strati on mandati ng educati on versus an approach
for supporting state efforts to mandate educati on,
or have sone systemin place to incentivize or
provi de education, | would just be curious on
everybody' s thoughts around what approach seemnms to
make the best sense, what are the pros and cons,
because there are obviously pros and cons on both
sides; and thinking about we are in a new
adm ni stration and thi nki ng about states versus
federal issues and how do we acconplish the goal s
that we all want to acconplish together.

We'll just go down the line. 1'mgoing to
make DEA speak.

MR. ARNOLD: | was hoping | could get out of

her e.
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DR. JONES: W can start at the end.

MR. ARNOLD: That's fine. |'m good.

| travel around the country a | ot,
particularly in the last two years, and | talk to a
| ot of different nedical professions, all kinds of
di fferent nedi cal professions about different
I ssues and different things. | talk to them about
PDMPs. | talk to them about training for
prescri bi ng.

The one thing that seens to cone up again
and again, and again, we w sh there was one -- |
can't advocate this. This is ny personal opinion.
| don't speak on behalf of the agency at this
point. But the one thing that keeps conm ng up all
the time, we wi sh there was one standard. W w sh
there was a national standard, consi stency,
particularly in regards to the PDWPs; any
information that's reported, who can access that
I nformati on, should that be mandatory accessi ng
that information; that kind of information that
woul d be provided on a national scale, we w sh

t here was one center
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Everybody thi nks the DEA controls the PDWPs,
and we don't. Each individual state runs all
t hose, and the sane with all the 50 different
states. There's 50 different states, and there's
50 different rules and regul ati ons regardi ng
prescri bi ng, dispensing, and accessi ng PDVPs.

I n many ways, it mght be better to have at
| east -- if we could devel op sone sort of national
standard and be able to supply that on a national
| evel , people to access that information and
education and to further attack and address this
epidem c. That's neither here nor there, but those
are the few comments that | can add.

DR. AUTH. 1'd also like to say that |I'm not
really speaking -- this is not the FDA opi nion.

But just fromny experience in the past few years,
there were several that made a strong case for
keeping this at the |local |evel and the states. W
know t hat several states have requirenents already
in place. But if you' re |ooking for making some
core program mandatory, |I'mnot really sure there's

any way to do that and get all the states to adopt
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that. |I'mnot really sure where to go with that.

So then you're left with a federal sol ution,
and we hear that tying it to DEA registration would
take an act of Congress. | don't know that there's
support for that right now

| don't know that there's a whole |ot of
support for the FDA REM5, so I'mat a loss for

which way to vote here. And again, this is just ny

opi nion. | guess sonme of the frustrati on about
where we go next with this, we'll save that for the
next panel.

DR. KELMAN: We work a great deal with the
states. Medicaid is a conbined state and federal
program and |' m convi nced that you have to do
both. |If the states don't buy in, the program
won't work. They control the PDWPs, the state
board of heal th, board of pharnacy.

Prograns should be |l ed nationally or can be
| ed nationally, but you need local buy-in. If you
don't have local buy-in, the programis less |likely
t 0 succeed.

MR, COWPTON: | guess if we knew exactly
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what educational standards to apply, |ike there was
a reasonabl e consensus, then of course, we'd want
the sane standards to apply to everyone. There's
no reason to think the popul ati ons vary that nuch
in terns of their needs, but we don't have that
degree of consensus.

| do think there's tremendous opportunities
to take advantage of the variation across the
states to | earn about best practices and potenti al
I mprovenents. 1'd love to say that 3 hours of
mandatory training |linked with ny DEA registration
woul d make sense, and while that has great appeal
because of the sinplicity of the nessage it gives,

I don't know that those 3 hours would actually do
nmuch to change clinician behavi or.

I'd |li ke sone sense that whatever we put
into place wll actually have the inpact that we're
| ooking for. So at a mninmum be a starting point
where it was a partnership wth nedica
specialties, wth other healthcare
specialties -- I'"'msorry to be so nedically

oriented; |I'mwearing ny physician hat nmuch of the
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tine here -- with pharmacists, with nurses, with
others that play a key role.

That really | would see being the target, is
how do we make this a supportive approach and not
just this artificial, sinple requirenent that may
not have the inpact that we'd like it to have.

MAJ DONELL: | think we've certainly heard a
| ot about the advantages of a | ocal approach, and
sone states have really taken and run with this
already. | wouldn't want to stop what they're
doing. | think it's probably ideal to have
sonething that if not designed at the | ocal |evel,
at least is adopted for the local level, so it wll
be nore supportive and hel pful to the providers
there in followng their own | aws.

As Doris nentioned, if we want to nake sure
there's at | east sone basic education that everyone
gets, I'"'mnot sure what the nechanismis if it's

left to the states. The advantage of a

federal -- | think there's di sadvantages of a
federal program |It's hard to cone up with a one
size fits all. It can't be as easily tail ored.
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But the advantages are it could just serve
as the very basics, and sone of the other panels
have tal ked about what those basics m ght include,
appropriate treatnent of pain, treatnent of pain
W t hout opioids, safe treatnent with opioids. |If
we could agree on a core of principles, we could at
| east provide sonmething to support providers in
states that aren't able to cone up with that kind
of programitself.

I'll have to | eave this to FDA and ot hers,
but I'mwondering if there is a way we can cone up
with a system Some people have nentioned wai vers,
letting states who are already doing this and have
al ready cone up a programthat neets the basic
criteria we've agreed on to wai ver out but provide
sonet hi ng, or have conti nui ng educati on provi ders,
or CDC or others provide sonething that's an option
to use when states are not in a position to devel op

it thensel ves.

DR. AHADPOUR | agree with everything that
has been said around the table. | wanted to give
you an exanple. | believe in collaboration, so
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this is ny opinion, not SAMHSA' s opinion. |
believe in collaboration. | know SAMHSA bel i eves
it, too, but just | wanted to give mnmy opinion about
it.

| think it's inmportant that there should be
a core, standard objectives that the core should
have. It could be about pain nanagenent. It would
be about how to treat adol escents, how to do
notivational interview, just the whole concept of
t hat .

For an exanple, let ne give you sonething we
just really did. The Care Act was passed | ast
year, and in the Care Act, it says you need to have
24 hours of training for the nurse practitioners
and physician assistants to be able to be -- if
they're eligible in that state, to becone data
wai vered to prescribe nedication for opioid use
di sorder.

What we did, we put a neeting together and
opened it up to the public. So patient advocates
could cone to it; clinical experts fromall the

pr of essi onal organi zati ons, they all cane.
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VWhat we tried to do -- it wasn't perfect
because we were trying to do it as fast as
possible. O course, if we had nont hs and nont hs,
it would have been |ike a perfect neeting, and
everyt hi ng woul d have been perfect, but nothing
cones perfect when you try to rush it. And we
rushed it because we knew there was an opioid
crisis, so there isn't that nuch tine to really
make a perfect neeting.

So when we brought everyone in, wth the
clinical experts fromtheir PCSS-MAT and O we have
all these professional organizations. W reached
out to the physician assistants organi zati ons, the
nurse practitioner organi zations, nurses. W
br ought everyone in, and we said, okay, this is
what we think should be sone of the standards for
the training. Wat do you think?

W really did try to be stakehol der-centric.
We put this information together, sent it back to
t he organi zations, and they tweaked it. They
edited it. And | sent it back again to all the

organi zations. | said, "Is this sonething that we
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could reach a consensus? Do we agree with it?"
And there was agreenent.

So we didn't say, okay, SAVHSA is going to
make this 24-hour training; we are doing it for
free. But there are other organizations that
wanted to nmake it thenselves, and that's fine, too.
But we all try to follow the sane objectives for
t he training.

So that's sonething to think about if there
Is going to be a nandatory training, try to be
col | aborative in the effort and try to reach sone
ki nd of a consensus. But | still believe that the
training should not just focus on opioids. It
should really focus on the whol e person, tal k about
conorbid nental illness. | think that's a big
factor, and having that nmentorship piece | think is
real ly inportant.

DR. JONES: So as a good qualitative
I nterviewer m ght do, are there any things that I
did not ask that you think are relevant for the
conversation to nove forward? |'mthinking

particul arly about the next panel, which is next
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steps in how we nove forward. What have we not
rai sed here that would be inportant for people to
ponder on?

DR. COWMPTON. | do think that there's one
other | evel of education that we're not conpletely
considering. This is primarily focused on current
prescribers, and yet to a current extent, | think
we are operating in a systemwhere there was a | ack
of preexisting education, where there needs to be
upstream educational efforts, whether that's
t hr ough nedi cal school s, through dental school s,

t hrough nursing schools, et cetera.

That we need to be paying attention to that
| evel of basic education, which has been sorely
| acki ng when it cones to pain issues, where at
| east, especially in the nedical community, pain
was nostly seen as a synptom

We heard this earlier today. It was nostly
seen as a synptom So if you just treat the
underlying condition, it will go away. Yet we've
| ear ned enough about pain to realize it needs

attention on its own, and that's an
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i nportant -- that mght really change the | andscape
in the long run for continuing educati on.

In sone cases, | think we're providing
pri mary educati on about these topics, and that
creates a conplexity for designing the systemin
that you' ve got clinicians who really don't know
what they're doing as opposed to those who just
need better coordinati on anong the practice.

| loved your way of subdi vidi ng our
st udent s.

DR. JONES: O her final thoughts?

MAJ DOVWELL: Just to add to what W/ son has
suggested, in terns of thinking about conti nuing
education. Earlier panels have tal ked about shoul d
this be one tine; should it be repeated; if so, how
often, and ot her peopl e have provided answers to
that. But we mght want to think about providing
options -- once people have the baseline, providing
options for sonething that's well suited for their
prof ession, for their specialty, for what they need
to | earn next.

One thing | just wanted to throw out there |
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heard is being considered in Rhode Island is
they're requiring education on pain nmanagenent and
opioid prescribing. They are allow ng the 8-hour
training in buprenorphine to count for that. Now,

| don't think that is something we would want to do
for everybody, but for people who have the

basics -- there have al so been questi ons about how
can we incentivize nore, how can we expand

bupr enor phi ne treat nment.

So is that sonething we want to consider is
allowng that to count at | east as an advanced
trai ni ng once peopl e al ready have the basics?

DR JONES: Al right. [If there are no
other final comments, I'l|l thank the panel and
t hank FDA for having us here to represent sone of
the work that's happeni ng across federal agencies.
Thank you.

(Appl ause.)

Questi ons and Answers

DR. JONES: That was not in ny notes, but ny

fault for not being here earlier.

Yes, we also have tine for a Q%A. Go for
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DR. KAHN: Norman Kahn with the Conjoint
Comm ttee on Continui ng Education. For those of
you who are not aware, the audience is, we're the
26 organi zations i n nmedicine, nursing, pharnacy,
dentistry, physician assistants, and nurse
practitioners that forned a national coalition to
gui de and provide this education. W take the
FDA' s bl ueprint of educational partners. W've
trai ned over 200,000 conpleters, et cetera.

| have a very specific question probably for
Dr. Kelman. One of the things we tal ked about
yesterday was your issue of incentives. |I'd just
like to clarify something | thought | heard you say
earlier, which has to do with how education in safe
opi oid prescribing and managenent m ght qualify
under the nmerit-based incentive paynent system as
either an inprovenent activity or a patient safety
or sonething |like that.

W1l that quality now, or is there sonething
we need to do to nake that qualify?

DR. KELMAN: It's the kind of question
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never answer in public.

(Laughter.)

DR. KELMAN.  Send ne a note directly, and
"Il get you the answer.

DR. KAHN: Thanks.

DR. KELMAN:. Thanks for the question.

DR. JONES: Sandy?

M5. MARKS: Hi. |I'm Sandy Marks wth the
Anerican Medi cal Association. W've been working
wth Dr. Kelman and CM5 on Part D issues since
2005, and one of those issues was the
I mpl ement ati on of the opioid overutilization
noni toring system which we have strongly
support ed.

| think the nunbers that he provided at the
begi nni ng show dramatic, dramatic reductions in the
nunber of patients who are outliers in the Part D
system |If you define them as patients who are
recei ving a high dose, high norphi ne equival ent
dose of opioids, plus getting prescriptions from at
| east three different physicians, plus

getting -- you said three. | thought it was four.
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DR. KELMAN: | said nore than three.

M5. MARKS: Plus getting those prescriptions
di spensed fromnore than four or three pharnacies.
Those are truly outliers, and there has been a
70 percent reduction as a percentage of people who
are enrolled in Part D.

So providing physicians with data on what's
happening to their patients, |I'm sure nost of those
physi ci ans who get contacted by their Part D plan
and told, did you know your patient Ms. Watever
was al so getting opioids prescribed fromthese
t hree ot her physicians and was al so getting them
di spensed fromthree other pharnmaci es besi des the
prescription you wote, nost of them |'m sure,
didn't know that. And clearly, there have been
changes in their behavior as a result of receiving
t hat feedback.

So | just want to strongly encourage all the
agencies to think about how you can provide data
back to physicians so that they know what's
happening with their patients. And | think that

w || encourage of themto get additional training
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because they' |l see that they don't know as nmuch as
t hey thought they did, and it will obviously I|Iead
to sone i nprovenents in patient care.

DR. JONES: Over here?

DR COWPTON: |1'd like to add a caveat to
that, that when we identify patients that have
egregi ous prescribing practices, sone of those
patients will be clearly drug seeking. So it's
easy for physicians to just have a knee-jerk
reaction and say, no, I'mnot going to refill your
prescription because this isn't a pain issue here.
It's anot her kind of issue.

But in those situations, | think that's
where we need to equip our clinicians with the
appropriate techniques to deal with those kind of
patients, so that they aren't just sinply saying,
no, I won't wite you a prescription. Because we
coul d have reduced those nunbers sinply by saying,
no, I won't fill your prescriptions, but the
question is how many of those people were then
referred to sone of the SAMHSA-funded progranms or

el sewhere where they really need to be?
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That's a key issue here, is how do we |ink
sone of the patient behaviors that are clearly at
the very extrene tail end and represent ny area of
practi ce and science, addiction, and do a better
j ob.

M5. MARKS: | don't think you would
have -- you wouldn't have these dramatic reductions
in the nunber of outliers who appear each year if
t he i ndi vidual physicians who had been call ed about
I ndi vi dual patients had sinply stopped prescribing
to those patients. There's sonething else going
on.

It may be that sone of those patients are
engaged i n drug-seeki ng behavi ors, but maybe their
physi ci ans didn't know. So now they know t hey need
to learn how to nore safety prescribe and recogni ze
t hose behaviors, right? So sonmething is going on,
and | think providing physicians with that data can
really be helpful. And there's not enough of that
t hat happens.

DR. KELMAN: Lack of coordination is just as

dangerous as bad care and has to be resol ved.
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DR. AHADPOUR: Just very quickly, I'msorry
tointerrupt. | wanted to just enphasi ze what
Wlson said. | think it's really inportant that if
there are patients who are coning in into a
practice and you find out through the PDMP or you
get sone kind of evaluation that they're getting
medi cations fromdifferent clinicians, | think it's
really inportant to take tine with that patient,
not just have them out of your practice, or not
just decrease their opioids, but actually | ook at
and screening themto see if they have an opioid
use di sorder.

If you don't feel confortable, we have the
SAMHSA treatnent |ocator that lists all the
clinicians, nurse practitioners, physician
assi stants, and physicians who are qualified to
treat patients with substance-use disorder. So
pl ease keep that in mnd. Thank you.

DR. JONES: Yes, ma'am

MS. KITLINSKI: First of all, I'mLinda
Kitlinski. |'ma REMS education consultant

currently independent, but previously served wth
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t he ER/ LA opi oid REMS conpani es as the co-chair for
the REMS CE side of things. So |'ve been working
on this since 2009 now.

One comment and then one question for all of
you. First of all, in terns of a comment, kudos to
the FDA for having convened this neeting and gotten
not just the REMS side of things involved but all
of your organizations at the federal agency | evel
that are working on this fromslightly different
perspectives, but certainly that have a shared
interest in resolving this dual public health
problem So kudos on that.

One comment. Dr. Kahn here represents the
Conj oi nt Conmi ttee on Continui ng Education, and as
he said, there is a wealth of experience already
anong the accrediting bodies and the CE providers
who have been working in this space since 2012. So
as you go forward, please do reach out to them
because they are ready, wlling, and able to do
this to help.

My question is, so we now have conmuni cati on

as part of this neeting, and we have all expressed
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an interest in collaboration, and that's i nportant.
But | think that the final point of
coordi nation -- because this is a huge dual public
heal th i ssue, and we've got all these noving
pi eces, and not to nention patients and the
political environnent, right? So we really do have
to have a coordi nat ed approach.

For ny question to you guys is, we have
fol ks present from SAVHSA, from Nl DA, DEA, FDA,
everyone. Wuld there be interest and willingness
to perhaps settle upon, as you were just saying, a
core group of concepts, whatever we want to cal
them right, w thout being overly prescriptive and
say, these basics about A, prescribing opioids,
pain nedicine, and | think inportantly, the basics
of addi ction nedici ne because a ot of fol ks are
m ssing that -- can we arrive at sone under st andi ng
of what those m ght be, and then use an adaptive
| earni ng type of approach that gets at here's the
basics for the know edge transfer up front but then
builds on that to neet the |earner's needs so that

they'Il remain engaged in a continuing basis going
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f orwar d?

Because | think one of the other issues we
heard | oud and clear, there's so nuch goi ng on out
there in terns of education about responsible
opi oi ds or safe-use of opioids, or this, that, and
the other thing, it's confusing for clinicians. |If
they participate in one program but they don't get
to cover at |east the basics of those three areas,
t hen we have sone gaps.

That woul d just be ny question to pose and
any discussion fromthe panel about wllingness to
wor k together and actually coordinate efforts as
opposed to just being collaborative. Thank you.

DR. JONES: 1'Il take first stab at that. |
wll say within the HHS famly, we have pretty
strong coordination on efforts. In particular
after the CDC gui delines cane out, there was a push
to think about how are we aligning our various
ot her educational conponents to what CDC i s sayi ng.
Simlar with DoD and VA as well, they have new
gui del i nes that have cone out.

| think within the federal famly, there is

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

284

interest in doing that and maki ng sure that there's
consi stent nessaging. W are in the mdst of a
transition, and Dr. Price has raised opioids as one
of his top three priorities and is actually out
traveling states today tal king about that. So we
are getting himup to speed on the work that's
happeni ng within the departnent.

There previously was a group, and Sandy and
others from AMA and ot her groups were part of that,
where there was an i nternal/external working group
on opioids over the last 18 nonths. As we changed
adm ni strations, that group di sbanded, but there
are internal conversations around how we m ght
reengage in that space, one, to get feedback from
folks in the field who are doing this every day to
hel p informwhere we go froma policy perspective;
but two, to also think about all the discrete

projects and col |l aborati ons that could cone out of

t hat .

| think this is an idea that can be funnel ed
Into those conversations. | appreciate you raising
it. 1 don't know if others have thoughts on it.
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MR, TWERSKY: Hi. Larry Twersky, TinmerCap.
I'm hearing there's a huge disparity of prescriber
knowl edge about opioids that we're trying to
consolidate. Per Mtra's data, and | |ove your
data, by the end of today, the two days we' ve had,
1.3 mllion prescriptions of opioids have been
di spensed, and 7,800 peopl e have used opioids for
nonnedi cal use per your slide.

Wth that happening, by the tine you go
t hrough change managenent, education of
prescri bers, we're probably going to see a few
hundred t housand peopl e die because it has to then
correlate to the patient.

What about naki ng changes in to the patient
such as -- and I'mgoing to | eave the chronic meds
al one for a second because that's al ready sonebody
who has it. But for new neds, why not just raise
the fee after a certain rate so when doctors
prescri be over X nunber of pills, it just costs the
patient nore on a certain fee? |If that's the case,
then let themwite sonething over and above it.

How do we nake sonme changes where the
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consuner is still involved for -- we had a friend
whose child of 14 had a wi sdom tooth extracted, and
t he doctor gave her 30 pills at the tinme. They
didn't need that. So nunber one, we've got to get

| ess opioids in practice, and so how do we provide
at the tinme of the payer, either A, nore cost or
provi de di sposabl e bags, provide other tools for
the patients, but solving this quickly doesn't
sound like it's happeni ng by what the conversati on
I's here.

| want to tal k about what tools can be done
to help, that the patients at the last m nute can
do it? Because | know if ny co-pay went up to
$100, if | had to get 30 pills and it was free for
10, whatever that nunber is for it, then that's
I mportant.

For chronic people, nmaybe we shoul d be
payi ng for the safes, and maybe we shoul d be payi ng
for tools to lock themup so that people have it.
But we've got to stop this in one way, shape, or
form and I'd | ove for you guys to talk about it in

t hat way, that what can al so be done today, while
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you're figuring out provider education because |
didn't hear anything about it. Thank you.

DR. KELMAN. Let ne at least try to answer

that. A val ue-based i nsurance design is what
you're talking about. It's an interesting idea.
It can be effective, not always. But it tends to
subdi vi de effectiveness based on the inconme of the
patient. A poor patient is nore sensitive than a
rich patient.

We prefer endeavoring to get the provider to
do the right prescription. |In other words, if you
need nore than seven days for a wi sdomtooth, the
provider, in this case a dentist -- not to pick on
dentists; they actually do a very good job -- is
prescri bing too much. And that's an education
system nore than a val ue-based i nsurance desi gn.

DR. AHADPOUR | agree. | think it should
be a nmultipronged approach. There is no one single
solution, and | think this is a great tine for us
to really think about the | ow hanging fruits, | ook
at the prevention side, inproving access to

treatnent, the takeback program
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My son had his wi sdomtooth extracted three
nmont hs ago, and the dentist gave himtoo nmany pills
of oxycodone. So when he cane hone -- | wasn't
t here when he cane hone. He went with nmy husband.
So when | cane back fromwork, | |ooked at it. |
said, "How many pills were there in here?" And he
said there were like 20 pills. | said, "So if
there were 20 pills in here, how cone on the first
day 6 of them are gone?"

| actually took that bottle and put it in ny
purse. | still have it in ny purse.

(Laughter.)

DR. AHADPOUR: | wanted to do it to the
t akeback.

(Laughter.)

DR. AHADPOUR: My son cane back. He's like,
"Where are the pills? | need them"™ | was liKke,
"No, Brandon. You do not need the pills. You just
take a nonsteroi dal and Tyl enol . "

So there is a lot of different ways, but we
really have to think of the nmulti-prong, innovative

approaches to do this.
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MALE AUDI ENCE MEMBER: W need the not hers
to be involved, apparently.
(Laughter.)

DR. KELMAN: Clearly, that's where the power

(Crosstal k.)

DR. JONES: I'msorry. \Wich purse was
t hat ?

(Laughter.)

DR. JONES: | just want to al so say that
this panel was asked to tal k about certain things,
so it's not reflective of what HHS i s doi ng broadly
on this issue, which is we just put out
$485 mllion to states to focus on prevention and
treatnment, and there are a nunber of other
activities that are conprehensively attenpting to
address the issue.

MAJ DONELL: | was going to say sonet hing
simlar, that | appreciate and very nuch agree wth
your sense of urgency, and there's so many ot her
things that we need to be and are doing. W' ve

been rem nded multiple tines by Doug today to focus
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on education. But specifically in terns of a
co-pay, |'d have concerns about that because we
found that cash paynents actually to be a potenti al
signal for diversion. That's not always the case,
but it sonetines is. In analyzing PDVW data, that

can actually be a cause for concern.

DR. JONES: | just want to note that we are
alittle past tine, so |l think we'll take one nore
question, and then |I'm sure the panelists will be
willing to speak with fol ks after.

MR SCH LLIGO Geat, thank you. Good
afternoon. Nick Schilligo with the Anerican
Ost eopat hi ¢ Associ ation. For the |last two days,
we' ve heard about the various requirenents that are
goi ng around opi oi d-rel ated education, nostly at
the state |l evel, but there are instances where
I ndi vi dual s providers m ght have requirenents
t hrough their board certification process or being
a nenber of a professional association.

If the federal requirenment would go into
effect, how do you see the agency in charge of that

wor ki ng wi th professional associations, board
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certifying entities, state nedical boards, to nake
sure that there's not a duplication of efforts,
both in what the education requirenents are but the
reporting of that as well? Thank you.

DR. AUTH. | think by federal requirenents,
you nust nmean REMS? Do you nean the FDA REMS
pr ogr anf

MR SCHI LLIG |If the result of sonething
like this neeting is that there will be a federal
requi renent for opioid-based education and training
In order to prescribe opioids, how would that take
i nto account what's going on at the state | evel,
what different requirenents are for different
providers to assure that they don't have to report

to various |l evels of governnent, creating a new

adm ni strative burden for them | guess?
DR. AUTH. | think that's sone of the
chal l enges that | raised yesterday when | gave the

presentati on about the REM5S. W don't have the
answers right now | would think that we woul d
have sonething in place if it were to be an FDA

REMS where we woul d consi der all owances for certain
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states. But again, if we're tal king about a core
set of conpetencies, that's going to take a whol e
| ot of work, I think, to |ook through all the
different state requirenents and deem sonet hi ng
okay that neets our criteria and others not.

That's a challenge that could take us sone
time to sort out.

DR JONES: Al right. Now !l wll properly
cl ose the panel, and thank the paneli sts.

( Appl ause.)

(Wher eupon, at 2:55 p.m, a recess was
t aken.)

Panel Summary

M5. GROSS: To start off with, we're going
to ask the panel noderators to provide around a
2-m nute summary of what were the nost i nportant
poi nts that cane out of their panels. The first
panel was the patient and the professional affairs
panel, and that was Terry Toigo. |If you could
sumrari ze in a couple of m nutes.

DR TAO GO W had five questions. Three of

themwere related to required training. | think
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t here was general agreenent that education was
I mportant, but there were questions about how and
what. There were comments about if you want
meani ngful patient inpact, then the educati on needs
to be tailored to the practice, that clinicians
don't want people to just take a test and fill out
a box. W want to be nore focused on outcones.

There was agreenent that core know edge is
necessary but not sufficient, and comments about
sol o and small i1 ndependent, both medi cal and dental
practices are likely to find regul atory
requi renments nore burdensone and probably provide
pushback on required training.

In terns of the inpact on nenbers if a
required training programwere inplenented,
partici pants nentioned required certified training
requi rements such as there are required training
prograns such as certified child abuse educati on
requi renents, but that training could be burdensone
on wor kf |l ow.

| f education in nmandated, ensure that checks

are done through sone type of electronic neans;
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don't believe there is evidence that if education
i's mandat ed, that perfornmance is inproved.

Third question was related to which
organi zations are best situated to track. Several
panel nenbers stated that educati on should be
| inked to DEA regi strati on because they have a
tracking systemin place. Everybody agreed that
DEA shoul d not be in charge of the content of the
educati on.

O hers stated that the decision to require
mandat ory training should be done at the | ocal or
state | evel since they know the | andscape best.
State boards are a good place to start, but there
needs to be a coordinated effort.

There were comments on the heterogeneity of
state requirenents, particularly because providers
are licensed in multiple states. Qhers felt that
It was inpractical to do it at a state | evel.

On the required training, | don't think
there was a uni form opi nion across all of the
groups. | think that's probably enough. | have

ot hers, but that's good enough.
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M5. GROSS: Thank you, Terry.

St ate panel was next, Peter Lurie.

DR. LURIE: Good afternoon. So our panel in
part addressed the question of whether or not any
voluntary or mandatory CME requirenent i s best
| ocated at the state or the federal |evel.

| think we had a vigorous discussion. |
think that the grand concl usion was that people's
first instinct is to locate at things at nore of a
state or local level. But | think nost of the
panel i sts agreed that they probably woul d not be
opposed to sone action at the federal |evel,
either. So there's your non-answer answer.

But | think perhaps nore hel pfully, we
identified a series of criteria that you m ght use
Iin trying to deci de whet her appropriate | ocus for
educati on ought to be at the state or federa
level. 1'll go through about eight of those and
just discuss them briefly.

The first would be what is the severity of
the problem To the extent that we consider this

either the inadequacy of pain treatnent or the
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addi ction problemto be a severe one, | think nost
peopl e woul d agree that it weighs nore in the
direction of federal involvenent.

A second criteria was what about the
adequacy of current CME requirenents, and there, |
think that the raw data that we have relate to, on
t he one hand, the expandi ng nunmbers of prograns
that are being offered; on the other hand, the
rather limted uptake so far of the REMS program
and the fact that only about half of the states
have required CVE on either pain or on opioid
prescri bi ng.

There wll be a second one. To the extent
that we felt that the coverage was i nadequate, that
woul d be in favor of nore of a federal
Intervention. To the extent that we were
confortable with current degrees of coverage, that
would be in the favor of state or |ocal approach.

Athird criteria is just one of resources,
and typically, not always, the federal government
cones with, at |least theoretically, the ability to

mar shal greater resources. If that were a problem
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t hat woul d push in the direction of the federal.
If we feel that resources are appropriate at the
state |l evel, obviously, that pushes in that

di rection.

A fourth criteria was if we believe that the
education being offered at the state | evel was of
variable quality, and related are that there m ght
variability at the state level in ternms of the
content, and we've heard that sone states have
requi renents for pain managenent; sonme have
requi renents for opioids. And actually, they
hi storically have different routes.

I nterestingly, nost of the pain ones are the
ol der requirenents, and as the pain concern turned
into a concomtant opioid addiction and abuse
concern, then you started seeing a second wave of
state CVE requirenents nore recently in recognition
of that.

If we have concerns that this is too spotty
a coverage, that weighs in favor of federal. |If
not, then things mght be fine at the state | evel

as they currently are.
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If we're concerned that certain prescribers
who ought to be targeted, |ike nurse practitioners,
dentists, PAs, in addition to physicians, if
t hey' re not being touched upon at the state | evel
and we think they ought to be, that mght militate
in favor of a federal solution and vice versa.

Let's see what else | have. D fferences in
the epidemc mght justify a state approach over a
federal one if one thought that the distribution of
patients, their ethnicity or other characteristics,
t heir soci oeconom c status, was different enough
bet ween states, then that m ght argue for a nore
tail ored state-based approach.

| f one thought that the drugs of abuse were
di fferent enough fromstate to state, then again,
that woul d favor a state-based approach. But I
think the question to us is not sinply to be able
to point out differences, but they need to be
differences that are of a degree |l arge enough to
merit a wholly different approach.

My last two points are on the adverse effect

si de. One is we have to take i nto account the
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rel ati ve burdens that m ght ensue from having a

f ederal approach versus a state one. It's not
obvious to ne that one is inherently nore

bur densone than another fromthe perspective of the
user, but that's at |east sonething to think about.
Simlarly, we have to think about any adverse
events that mght result froma requirenent for
state CVE or federal CME.

Again, it's not obvious to ne why it would
be different between the two, but we have to think
about the concern raised frequently at this neeting
about people opting out as a result of any
requi renent at whatever level. That suns it up.

M5. GROSS: Thank you, Peter.

The next panel was health systens panel.
That was WI son Conpton

DR. COVPTON. Thank you, WNary.

The health systens panel had a broad
representation of both federal groups, HMO and I
guess private practice or broad academ c practice
woul d be the other two key representatives.

There was not a consensus, or at |east not
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unani nous agreenent, on whether a federal nandate
for training or a federal requirenment was a good
I dea. There were strong opi nions on both sides and
wel | -reasoned ar guments.

Sonme of the broad thenmes that | took note of
were -- and | would say these aren't fully
di gested. These are just ny notes on a piece of
paper .

(Laughter.)

DR COWTON: So if I've left sonething out,
"Il count on sonme of the nenbers of the panel to
speak up and add sonething in.

| think one of the issues is the conplexity
of trying to deal with a one-size-fits-al
approach, that because we're dealing with different
aspects, that pain is not a unified single entity,
so addressing it with a single unified set of CVE
requirenents seens a little extrene and certainly
won't fit.

Clinicians don't conme in one size fits all
either, so you have everything from people who are

already pain clinicians to hematol ogi sts that don't
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see patients but |look at slides all day. So how
woul d you design requirenents that woul d address
the diversity of both the patient presentations as
well as the clinician issues?

On the other hand, mandates nay give the
I ssue sonme prom nence, and so that al one may be
wort hwhil e in changing the perception in all of
nmedi ci ne and i ncreasing the acceptability of both
pai n and addi ction treatnent, which tend to be nore
at the fringe of nedical practice at current tinme.

|'d al so say anot her broad theme that I
think cuts across all of these panels was nedi cal
education is not going to be a panacea for the
opioid crisis, and we shouldn't expect it to be.
We need to be thinking about it as one piece in a
broad range of interventions, and it nay not even
be the nost powerful piece. But it is the one
we're tal king about yesterday and today, and so
that's what we're sticking wth.

One of the questions was how frequently
shoul d we provide training, how often and how

frequently should they be targeted and shoul d such
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training occur. That seened a little uncertain. |
certainly resonated to what we heard from New
Mexi co about a baseline | evel of training, which
woul d consider primary education. One would hope
that that would have occurred earlier in your
educational curriculum but it hasn't for nany
people. So how would we both provide sone baseline
educational materials as well as follow up on an
ongoi ng basi s?

It wasn't clear how frequently or how often.
There's sone arbitrary limts that have been
establ i shed by certain groups that at | east m ght
be a starting point, but this certainly opens us up
to the need to collect information about does that
produce the desired changes, because the desired
changes are not know edge, but it's actual clinical
practice, and then patient outcones are our goals.

Certainly, the nuances and conplexities
suggest personalization and specificity in how we
I mpl ement what ever educational systens are
suggest ed.

Are there other key things fromthe heal th
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systens panel? |'m not seeing any heads noddi ng,
and a couple of people are here. That seened to
cover it.

M5. GROSS: Thank you, W/ son.

The next panel was the patient and consuner
advocat es panel, and that was Sara Eggers.

DR. EGGERS: Thank you.

We had a fantastic panel this nmorning. It's
harder to summarize than it is to actually |ead the
di scussion, so I'll do ny best.

We started our panel by asking the questions
I nstead of answering them and it was how can we
I mprove chronic pain care; what are we doing to
enpower patients; what are we doing to inprove
outcones for patients; howis education put into
practice; what do providers do wth the infornation
and the |l earning that they get; how can we bring
consistency to care; how do we address the needs
for people in truly debilitating pain; and why
aren't we focusing on the risk factors of opioid
use di sorders?

When we got those burning questions out, we

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

304

didn't get to address themall. | prom sed that

t hey could be saved for this panel, so that's why I
put them out right now. But then we got into what
the goals of treatnent, any kind of provider
training, and we spilled a little bit into patient
training as well.

The goals are to validate patients' needs
and treat themw th conpassion. People living wth
debilitating pain want their life back. How we put
patients at the center and partner with themto be
part of the care process, take a bal ance approach
to pai n nmanagenent? A goal would be to give
heal thcare providers the skills they need to
comruni cate. It cones down to commruni cati on as
much as anyt hi ng.

How can we i ncrease the providers'
sel f-confidence and arm patients with the
i nformati on they need to help them partner in
deci si on- maki ng? But al so, how can we provide
consi stent and basic information that everyone
needs about opi oi ds?

How do we set patients and hel p them set
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their own expectations about what they can get out
of their pain nedications? The goal would be to
identify risk factors, including adol escents as one
subgroup, and |I'm sure there were ot her
subpopul ati ons we coul d have addressed.

The goal would be to recogni ze patients
fear of pain, which is a driver for a | ot of
behavi ors that frustrate, that we' ve been tal king
about today.

Focus on conpetency. G ve people the tools
t hey need, both patients and providers. So
patients, give themthe tools to nanage the
nmedi ci nes they have appropriately, use them
appropriately, and di spose of them appropriately.
Renenber that education is not in a vacuum as the
poi nt was just made.

Then we focused on solutions, and the nunber
one, | think if I didn't say any other sol utions,
It was to bring patients to the table when we are
t hi nki ng about the need for and the devel opnent of
t rai ni ng.

Engage pati ent stakehol ders as partners for
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creative and person-focused sol utions, and we heard
a nunber of possible solutions in our panel. Gve

people the tools they need. Understand and assess

how training is actually put into practice. And it
appeared to be general shared agreenent, alignnent,
that training should be required and required of

all healthcare providers, and if we can put it into
practice, of patients thenselves, too.

"1l close by saying the panelists were al
very considerate of the constraints that it would
take to put this in practice in the current
heal t hcare system and | thought that cane out in
several of the remarks they nade. Wth that, |
wll end.

MS. GROSS: Thanks, Sara.

The | ast panel was the federal panel, and
unfortunately, Chris Jones was called back to the
departnment right afterwards. So we'd ask Wlson to
do a short summary.

DR. COWPTON. Well, since this is fresh in
everyone's m nd because we just ended a few m nutes

ago, |I'mnot going to review nuch about what the
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panel other than to rem nd us that we heard from
mul tiple participants, whether that was SAMHSA,
CDC, the NIH, Cvs. Those had formal presentations,
but we al so on the panel had FDA and DEA.

| think that sets the stage for realizing
that clinician education is part of a broad range
of efforts to address the opioid crisis, whether
that rel ates towards i nadequate assessnment and
treatnent of pain by so many people in our country
or the inadequate prevention and then treatnent of
opi oid problens, which are, of course, reflected in
t he epidem c of overdose deaths that we' ve seen.

While there are multiple resources for
education, we need to think about these in terns of
t he broad context of how we're interveni ng across
the two interrel ated but separate areas of pain
assessnent as well as what | woul d propose is the
opi oid addi ction set of issues.

That's what | wanted to highlight for us.

M5. GROSS: Thank you.

We're going to start the panel discussion

NOW. Dr. Throcknorton and Dr. Buckennmaeir are the
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noderators, and |'mgoing to give each of thema
m crophone. Al so, once again, please renenber to
I dentify yoursel ves when you talk for the
transcri ber.

Large Panel D scussion

DR. THROCKMORTON: Thanks, Mary.

Before we get started, | just wanted to say
a couple of things. | tried to summuari ze, and you
heard me summari ze yesterday afternoon, the things
that | heard. |I'mnot going to wal k through in
detail because | think the summaries you just heard
capture a lot of the inportant points that we've
tal ked about in the | ast coupl e days.

A couple things | think that are worth
saluting the group, saluting the people that have
attended this, first, | get a sense of shared
responsibility. | think there's an acknow edgenent
that we all own a part of this. Trip |I think
quot ed Pogo, "W have net the eneny, and it is us."

| think that's in a broad sense right; that
Is, we all have aspects of this that we are -- al

t hings that we could be doing -- and | heard that
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in these last couple days. | think that's a
terrific acknow edgenent of the inportance of this
and our shared responsibility.

| also like this neeting because it's given
us an opportunity to talk nore than usually across
silos, and | hope, at |east speaking for nyself, it
hel ped nme question sone of ny own assunpti ons.
|*ve heard things that have nmade ne thi nk about
sone of the things that | had thought | understood
about the nature of the problem here and nmaybe sone
of the solutions, and | hope that others in the
audi ence had a sinmlar experience.

We are tal king about one of several tools
that are being used in this space, and so |
understand that that nade it chall enging for the
partici pants. W were not tal king about the
I ncentives and things that Jeff Kelman tal ked about
at CM5. That's a different tool to use. W were
not tal ki ng about enforcenent actions that the DEA
t akes, that the FDA can take, and things |ike that.
Those are different ways to get people to

straighten up and fly right.
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Today, the focus was on education, and
whet her that was an educati on of soneone that
needed to know nore than they did, or it was
educati on of soneone about soneone el se's poor
behavi or, or whether it was education of -- | guess
the third was the DEA. So it was a pill mill
thing, wasn't it? It would be educating to go and
t ake an enforcenent action.

It was education that we were focused on,
and | think the conversation that we just heard
sunmari zed captures what we heard the | ast coupl e
of days, a broad understandi ng of the inportance of
education, the need to i nprove the current Kkinds of
education, and then | would say a vigorous back and
forth about whether or not sonething nmandatory and
sonething federal is really necessary, and strong
voi ces on each side with a | ot of good
conversati on.

That |leads ne to the question | want to pose
to the group, and it's intentionally pointed to try
to stinulate a good conversation. W have ot her

things to talk about that are on the screen as
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well, and let's just see where this takes us.

To boil down what we've been tal king about

the |l ast couple of days, I'"'mgoing to say there's a
first question that 1'd ask -- 1I'll pick on people
I f people don't offer -- should the federal system

do nore, or should the focus be on doing what we're
doi ng better?

That's in a sense the first question we're
bei ng asked. Are we doing the right stuff, we need
to do it better, or do we need to nore? And nore
in this case, in the educational sense, is
obvi ously nandatory prescri ber education and those
kinds of things. To the extent you have ot her non-
education things you think we should prioritize
above any changes in education, we'd be interested
in that, too. But first and forenost, should we do

sonet hi ng new, or should we inprove what we're

doi ng?

Wio wants to answer?

DR. AHADPOUR: This is Mtra Ahadpour. For
the response to this question, | think we can

al ways do better. To ny opinion, if we are having
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an opioid crisis and -- we are tal king right now,
about every 15 to 17 m nutes, soneone has died from
an overdose. | think that's a sobering fact.

| think there is nore innovative approaches,
col | aboration, and sonetines it does take a few
people to solve a problem But in this situation,
| think collectively, we can do nuch better. It
really will take everyone in the community, not
just the federal prograns or the states.

| am saying that we need as a community to
cone together and work on the sol utions.

DR. THROCKMORTON: You're not done. So
that's fine. Now |l need to know what. So one
thing and how? It's easy to say we all need to
work together. | don't think anyone in this room
woul d di sagree with that.

What one thing new should the federa
gover nnent do, and how should we do it?

DR. AHADPOUR: | have a lot to tal k about,
but 1'"mgoing to keep it to one thing. So one
thing, which |I've already nentioned before, and

this is a perspective froma physician who is a
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primary care physician, | did not feel confortable,
but I joined SAVHSA. | did not feel confortable
when | took ny 8-hour data waiver training to go
and see patients. And | didn't feel confortable in
pai n managenent because | didn't get the training
i n nedical school, and it was at University of
Maryl and. My residency was at GW

So I went and took a whol e year of cl asses
on ny own to becone board certified in addiction
nmedi cine. After that, | felt, hey, now |l feel
confortabl e seei ng pati ents.

So I think the nentor piece is really
I mportant, that everyone, all the clinicians wll
not have a whole year while they're in private
practice to go and take all these trainings. W
need to cone up with a short training but have that
ment or piece, and that free nentorship I think is
very i nportant.

DR. THROCKMORTON: Great, thanks very nuch.
Myr a?

M5. CHRI STOPHER | think the answer is

clearly yes, and the one thing is to develop a
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paral l el plan focused on inproving the treatnent of
chronic pain. | think the way you do that is by
I mpl enenting the National Pain Strategy fully.

DR. THROCKMORTON: So i nplenenting the
Nati onal Pain Strategy, that's the additional thing
that -- great, thank you very much.

That end, anybody down there?

MR. BRASON. What we're doing, we can do

better. | think that is the direction that we
should go. | amnot for -- because | don't think
we can fit it in appropriately -- mandating a

certain segnent of education. Education makes a
difference. Education brings change. Education
brings confort for the practitioner to neet the
pati ent need.

Mandatory, | think would focus nore on just
t he prescribing of opioids because of all the
dynam cs of pain managenent. W learned that if we
taught appropriately for best practice for pain
managemnment, we got changes in opioid prescribing.
| don't believe that we w il get best pain

managenent if we just direct it towards opioid
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prescri bi ng.

| think if we do what we do now better and
create a bl anket of sone of the standards that need
to be in there, then the states, then the
organi zati ons, then SAMHSA, then the Federation of
State Medi cal Boards, everybody has the ability
then to appropriate that into what they' re already
doing, and | think that will nmake it better.

DR. THROCKMORTON: Thank you very nuch.

M5. ROBIN:. [|'mLisa Robin with the
Federation of State Medical Boards. One thing I
think that's really apparent to ne after two days
of listening is | think that we certainly need to
do nore research. And before inplenenting any sort
of mandatory education at any level, there needs to
be greater research out there to really know what
wor ks, really know who shoul d we educate, and
really put it in place sonething that can change
practi ce.

| agree with you. If it's just narrowy
f ocused on here's how to prescribe, | think you

m ss the boat on really changi ng practice.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

316

DR. GREENBLATT: Larry Greenblatt from Duke.
' mgoing to pose that we consider noving towards a
system of accountability and neasurenent, where if
we're really going to focus on safe opioid
prescri bing, perhaps there could be sone system
where we actually collect data. | ndividual
prescri bers who are prescri bing opioids would need
to denonstrate whet her they use their state PDWVP at
| east sone percentage of the tine, how nany
pati ents have pain agreenents, urine drug screens,
how nmany recei ved appropriate and effective
education, and actually not just say yes, | took ny
classes, and | got ny nultiple choice, but rather
here's the data fromny EMR |I'mdoing it.

DR. THROCKMORTON: So |'m heari ng doi ng
better what we're doing now, is that --

DR. GREENBLATT: |'mtal ki ng about sone
mandat ory reporting of process neasures to be able
to continue to prescribe opioids.

DR TERVAN: |'m G eg Terman fromthe
Uni versity of Washington and the American Pain

Society. | continue to think that we need to have
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sone conpetence neasure for people to be able to
prescri be controll ed substances, and | think a test
of some sort to all ow people to show conpet ence and
getting their DEA registration is a first step.

Now, renenber, what all these different
|l etters nmeans, right, DEA, the Drug Enforcenent
Agency, and FDA, Food and Drug Adm ni stration, does
that sound |i ke good pain treatnent to you,
necessarily? |1'mnot sure that that's going to
help pain treatnment. That's a separate issue,
related, but if no one got prescribed opi oids,
people would still get addicted. People would
still have pain. |f everyone got prescribed
opi oi ds, people would still get addicted, and they
woul d still have pain.

It's just a piece, so there will need to be
voluntary or nandatory state-based probably
education that i s acconpanyi ng that prescriber
question. Because I'mnot wlling to take all of
the blanme, Trip, for the problens that we're
having. Unless we can get heroin dealers to go

into the PDMP and say about their particul ar
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clientele -- this is outside of nedicine. There
are inportant nedicine points here that we need to
do a better job educating on, but it's not all
about prescri bi ng.

DR. THROCKMORTON: Just to clarify, you're
arguing for not a new nmandatory federal activity in
terns of education but rather in terns of
conpet ence testing, sonething we've not really
t al ked about very nmuch the | ast coupl e days. |
just want to make sure |' m understandi ng.

DR. TERMAN. R ght, and the tests could be
from Federation guidelines. It could be fromthe
new blueprint. |t could be from Massachusetts
Medi cal School or the Pennsylvani a Medi cal School ,
but all published conpetencies that could be used
to build a test. But that's just part of the
I ssue.

COL BUCKENMAEIR | would like to clarify
where ny statenent cones from our experience. So
we had to deal with this earlier because of the
pressure of the war. W went through the sane

di scussi on, and these questions of evidence kept
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com ng up saying, well, why are we going to do
different?

One of the things that was stated, well,
there's never been a random zed controlled trial of
par achutes, and yet the paratroopers demand havi ng
one of those every tine they junp out of an
airplane. W felt we were in that situation.
Moreover, we did a top to bottom | ook at our system
conparing to your civilian systens. W net that
standard of care, and in many cases, exceeded it,
and yet we were snatching defeat fromthe jaws of
victory.

A |l ess than 10 percent died of wounds rate,
and yet these soldiers were not returning back to
useful life, and in many cases, opioids were a
pri me reason, particularly when suicides were
i nvol ved.

So the option for business as usual was no
| onger an option, and the issue when | say
providers are responsible for this, | do think we
have significant culpability in what has gone down.

| absolutely agree with both you and Myra t hat
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there's lots of other factors. This is an
extrenely chall enging problem and that's why I
t hi nk we nade the decision that sone | evel of a
base foundati onal educati on was needed for every
provider in our systemas a start but certainly not
the end. And | think we could nmanage this.

| also agree with Myra, which | often do,
that we should stop having this di scussi on of
whet her or not we're going to do sonething. |
t hi nk our posterity will |ook at us very
unfavorably if the answer is we're doing just fine,
we need to do things better.

| think there are tines when you have to be
aggressive, and the data will cone al ong as we
| aunch on this. But | do think there needs to be
sone sort of standard that the states can start
with, and then based on their localities will have
to adjust as they've already done in New Mexico and
ot her areas.

DR. THROCKMORTON: O hers?

DR KATZVMAN. Hi . |I'm Joanna Katzman here.

So I'd just like to say | agree with Trip, | agree
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with Dr. Dowell imrensely, and | agree wth
Dr. Ahadpour.

What | think is definitely the country needs
mandat ed conti nui ng nedi cal education really
concentrating on pain and safe opioid prescribing.
| really believe that the opioid prescribing cannot
be delinked frompain at all, and that the enphasis
on pain really has to be the forefront. That's
been ny realization over the past siXx, seven years.

| think that the federal governnment has done
an amazing job in terns of the NIDA trainings, the
CDC trainings. Everyone in the federal famly is
doing a lot of work in ternms of CVE, but we're
realizing, and with FDA in the | ong-acting REMS, it
I's not enough. That's why we're here.

So that's why I'min support of mandated
continuing education for all clinicians with
prescriptive authority as well as voluntary
continui ng nedi cal education for those w thout
prescriptive authority.

Here's what | think. | think that the

f ederal governnment shoul d get together -- the
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f ederal agenci es should get together or the FDA
shoul d get together and figure out 2 or 3 hours of
a common core curriculumthat they could deliver to
the states, and then the states that have net
already those requirenents, |like Dr. Dowell said,
shoul d perhaps be considered to get a waiver. The
other states that are not doing that, this should
be their blueprint for having to performthe CMVE
that i s required.

Many states that are doing CME right now, it
really needs to be | ooked at carefully, are just
for pain prescribers or just for folks that own a
pai n practice and so on.

The other things are, in this education, you
can teach clinicians about how to use a PDMP. You
can teach clinicians howto talk to patients. You
can teach clinicians about how to actually address
a controll ed substance agreenent with your patient.
So this education is actually real world. It has a
lot to do with the patient advocacy group, and it
wll address a lot of these issues. And | think

the next round of it can be the mentorship that
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Dr. Ahadpour tal ked about, from SAMHSHA. Thank
you.

DR. THROCKMORTON: Thanks. Two real quick
questions in followup, if I could. One, do you
have a preference for how that nandatory educati on
shoul d be done at the federal |evel, and then,
second, | don't know if you've had a chance to | ook
at the blueprint and howto identify those few
el enents, given the conplexity that we've heard of
trying to do not just training about the safe use
of opioids but al so pain managenent, which | think
we all agree is inportant. That's a lot. Howto
I dentify those conmon el enents?

DR. KATZVMAN:. |'ve | ooked at the FDA
blueprint a little bit. | need to definitely | ook
at it a whole ot nore, but |I've done a |ot of work
wth Trip and Trip's shop at DVCPIM | can tel
you that | could safely help you narrow it down to
2, 3 hours to get the common core curriculumto
what's necessary. Thank you.

DR. THROCKMORTON: Great, thank you.

Penney?
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MS. COMN: Penney Cowan, American Chronic
Pai n Association. | think the answer to your two
questions is both. You need to do what you're
doi ng better, but you need to do nore. | think
that's what really needs to be done.

DR. THROCKMORTON: | think doing better was
sort of an -- | heard strong consensus we needed to
do things better for different things, yes.

MS. COMN. Right, but you need to go
beyond - -

DR. THROCKMORTON: W need to do nore, also
is what we're hearing, yes.

M5. COMN:. But you also need to do nore.
think it needs to be both. | don't think it's
ei ther/or.

We all got here because of our educati on,
correct? No one would be sitting here without it.
So education really is the key to everything, and I
t hi nk we need to educate providers, all healthcare
provi ders, around the aspects of pain and pain
managenent .

Myra said it, the National Pain Strategies,
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| think you have that blueprint right there to
start with. Find some of the best experts in
educati on because the educators are the best ones,
and then make it nandated by the federal governnent
to do it. And nmake sure that you have the patient
voice in that. But | think it is through the
education that you're going to -- that's how we
| earn. That's how you-all got here, like | said.
| think that's really what we need to do.

DR. THROCKMORTON: Do you have a vi ew about

how t hat shoul d be done?

M5. COMN: |'mnot sure who the best
educators are in this country. | think there's
probably --

DR. THROCKMORTON: No. | neant what fed

rules or tools should be used to do that.

M5. COMN: | think there should be a voice
In each of those that were up here, the DEA, the
FDA, NIH. | think those three definitely would be
in there, SAMHSA. | don't know that it's for me to
say who the best ones are, but | think that there

shoul d be an expert panel who deci des who shoul d be
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init. But if you don't have the educators in
there, you're still going to be spinning your
wheel s.

DR. THROCKMORTON: Great, thank you.
DR TERMAN: So the Center for D sease

Control and Prevention sounds like a really good

nane for sonebody that should help treat pain. It
may be hundreds of mllions of people who have
chronic pain. It may only be 60 mllion people.
That's still a lot.

It was really heartwarm ng actually to see
CDC up here tal king about notivational interview ng
that they're teachi ng and ot her behavioral health
strategies for taking care of pain. | think it's
great.

| wouldn't necessary agree that taking
Suboxone training is the sane as pai n educati on.
|'ve taken that, but it was wonderful to see the
various things that are com ng out.

I'"mafraid | don't necessarily agree with
Chris -- I'"'msorry he's not here -- that there is

great conmmuni cati on between the different Health
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and Human Services famly. Every one of the people
had their own educati on.

| think it'd be a great opportunity for
soneone to go and |l ook -- and don't tell ny bosses
at the University of Washington; |'ve actually done
all of those educations, including the states
ones -- and | ook and see what are the commmon
el enents. Because | can tell you that sone of the
f ederal ones di sagree on certain points.

Anyway, CDC sounds |ike a place, and they
seemto be very interested in that.

DR. THROCKMORTON: Thanks. Next?

DR. GREENBLATT: Larry Greenbl att from Duke.
| think we have a very difficult task in that.
What we want to do is make whatever cones of this
feasible. It also has to be palatable to
practicing physicians, who we tal ked about earlier.
They're very, very busy. They're right now feeling
under a lot of strain, burnout, et cetera. But at
the sanme time, we don't want to introduce sonething
that is ineffective.

| think we need to figure out how do you get
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a 2- to 3-hour, or whatever it's going to be,
5-hour training that actually inproves practice.

| think patient outcones woul d be the
ultimate thing to neasure. That's very hard, and
there are all these other confounders. For
exanple, we learned from NI DA, that states that
have | egal i zed nmedi cal narijuana have seen huge
drops in overdose deaths. That m ght be one
appr oach.

It's all about process neasures, and those
are the things I was tal king about earlier. It
seens to ne you could even set up a natura
experiment here where if you had certain standards
that were set forth by the FDA or the CDC or sone
ot her federal agency, and states were free to
I mpl enent what ever type of training that net those
st andards, and naybe Montanan is going to do it
face to face, but let's say Mssouri is going to do
it all online, and New York state is going to do it
with small groups of nentorship or whatever, then
you could | ook at who got the best change in

process neasures, in outcones of practice.
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Then that could essentially become -- those
could be like the best practices. Because right

now, we know that a lot of CME, as it's currently

del i vered, doesn't change practice. |In fact, the
vast npjority doesn't. People go, and they sit in
roons. They listen. They take notes. |If you give

thema test, they would do better on a test, but if
you | ook at what their patients got fromthem
before and after, it's the sane. And 2 to 3 hours
of training that inproves ny know edge but doesn't
I mprove ny practice is wasted tine.

DR. THROCKMORTON: Thank you.

DR. EGCERS:. Sara Eggers from FDA. But |I'm
going to put on ny social science research hat and
say follow ng up on Lisa and what you just said
about intervention research, | would say if there's
not a very strong foundation of formative research
into the individuals who are part of this system
the individuals, the providers, the people |living
wi th chronic pain, the people who have epi sodic
pai n, the people at risk of substance-use

di sorders, and the people who are suffering from
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t hose, to understand their nental nodels, |1'll cal
it, of their situation and of what their needs are,
that formative research is as inportant, | believe,
as research on any interventions and | earning
itself.

That could tell you a | ot about what the
m sperceptions are from our expert point of view,
as well as what they care about. |If you do nental
nodel s type research right, you can find out what
I ndi viduals care about, and it wll go a | ong way
I n being patient-focused as well as addressing
usi ng good ri sk conmmuni cati on tools.

If that research is solid and there, then
great. If it's not, then that would be a way to
partner with patient stakehol ders and others to do
t hat research

DR. THROCKMORTON: Let ne follow up just a
little bit. I'"mremnded of what Peter asked about
yesterday. So | think we all recognize the
I nportance of research in the area. W're also in
the mddle of a really profound healthcare crisis

her e. So | want to nmake sure we don't research
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sonething to death. | don't know to use -- to put
it bluntly.

How do you bal ance the need to understand
things better and the need to get sonething done
here? Because | think we all acknow edge the need
for the latter.

DR. EGGERS: That's a very fair question
from Doug because he stressed that to ne earlier,
that you just can't cone up with a solution.
Research is done all the -- there wll continue to
be research with all the other interventions goi ng
on, and so if you could prioritize the research
that's being done, | m ght suggest that the
formati ve research could be one of the research
priorities.

DR. THROCKMORTON: Excellent, thank you very
much.

MR. BRASON. Fred Brason, Project Lazarus.
Looking at the feasibility -- and you j ust
nment i oned about being patient-centered, and that's
one of the first tines that's been nentioned here

in the |ast 15, 20 m nut es. It's nore been
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prescri ber-centered.

W have to nake sure that what we're tal ki ng
about is going to ultinmately help the patient.
Keepi ng them safe and responsi ble, as pain free as
possi bl e, and obvi ously, not having adverse events.

We don't know if nmandatory educati on brings
t hat about. W do know that education brings it
about, but | also know that | have prescribers that
If a patient has to go to a refill, | imrediately
refer themto pain managenent sonewhere. That's
not feasible everywhere. | know in ny county, that
nmeans they have to go to another county.

So we have those kind of issues, and we're
trying to draw the prescriber into this fromfive
years ago. We now have that. They're happy to get
the guidelines. They' re happy to get the
education. | think if we just say now you have to
do this, that changes that.

North Carolina just went to a nmandated 3
hours over 3 years, but we're also at a pl ace where
we've been in every community with every

prescriber. There is that nore buy-in, so there
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isn't a pushback with that. [It's included with
their CME total, so it's not adding to, it's just
defining, in a way.

The feasibility is what is going to
I mpl enent into best practice and not stop practice.

DR. THROCKMORTON: | want to nmake sure
understand, and this is sonething we actually
haven't tal ked about in the |ast couple days, but
it's been raised before; the notion that nandatory
education is less likely to be effective because
people, 1'll say, resent being forced to do it or
sonething like that.

That's what you're tal king about here, isn't
it?

MR. BRASON: Yes, yes.

DR. THROCKMORTON: When you say you know
non- mandat ory educati on works, and you're not sure
whet her mandat ory educati on works, part of it is
grounded in that --

MR, BRASON: Yes.

DR. THROCKMORTON: -- the idea that people

made to do sonet hing would not |earn as much or not
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t ake --

MR BRASON: O not inplenment. Al right.
Here's ny canned stuff that | have to do. | did
it. |1 didn't like it. 1'mnot going to follow

through with it, or I'mjust going to opt out and
just not even bother so that | don't have the issue
what soever.

DR LURIE: [|I'ma researcher, so it's always

tenpting to say nore research is necessary. But

I"mwith Trip on this. | think the amount of tine
it wll take to resolve these questions
satisfactorily is very, very long. |In fact, it's

probably never. People have been researchi ng CME
and its efficacy for probably two decades now.
W're left with a bunch of very hard-to-resol ve
questi ons.

| don't know of any special reason to
beli eve that those uncertainties are any nore
resolvable in the opioid pain area than they are
anywhere else. Gven the |limtedness of what is
bei ng considered here, 3 hours of a physician's

time in the context of everything he or she has to
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do in a year or two, it just seens so little.

To ne, the evidence bar is maybe not what it
Is for parachutes, but it's not very different than
that. It seens to ne to make sense, and it seens
tone it's not a nmassive burden. It seens to ne
that in the context of what we're dealing with
here, it's actually a very powerful nessage to the
prescri bing community in general and to patients if
the community cones together and says, we feel so
strongly about this that we're going to nandate it.
There's a nessage there, too, quite independent of
t he content.

Fred, as to your question about the idea
t hat the nmandatory-ness itself m ght be sonmehow
di sadvant ageous, actually that 1'd like to see sonme
research on because | doubt that strongly. | think
that it's a profound question in its way because it
goes to the appropriateness of federal inposition
of standards that go nuch beyond opioids, right?

So that 1'd like to see researched, but | do
think that right now, there's no evidence for that

assertion.
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MR. BRASON: | understand. There is not any
evidence. Let ne clarify the difference in
mandatory. Wthin a state systemwth | ocal
nmedi cal boards and so forth that are al ready
engaged with the prescribers wthin that state,

t hey have a canmaraderie. They're part of that. So
when there's a consensus there that we need to
mandate so nany hours of CME to do this, there's
nor e buy-i n.

From the federal |evel suddenly saying, no,
you have to do this, that's a totally different
context fromthe | ocal person saying, who are you
telling ne when |'ve already got ny nedi cal board
here saying this?

So | think there's a difference in who's
sayi ng who has to do what. So that if at the
federal level, whether it's the DEA, FDA, CDC, or
whonmever saying that every prescriber in the nation
now has to do this, wthout the |ocal state
authority support in initiating that, | think we
would lose in that context if it canme to do that.

DR THROCKMORTON:  Thanks.
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Peter, can | ask you a question because you
rai sed another point that | hadn't heard in the
| ast coupl e of days, the value of a federal action
as signaling. Another part of the forest here, we
up- schedul ed hydrocodone a couple of years ago and
made it harder to prescribe. You couldn't call in
prescriptions and things.

One of the things people tal ked about that
action doing is sending a nessage, resetting
prescri bers' expectations and under st andi ng about
the use of, in this case, hydrocodone conbi nation
products that were being used, 100 mllion
prescriptions a year or sonething like that.

It sent a signal. And what we saw was a
12 percent reduction in net prescribing for all
opioids, sonething like that, largely attributed to
| think what sonme things people have witten to
t hat acti on.

Is that signaling thing, is that the one
exanpl e of the place where we could point to
evidence for a federal action, sending that kind of

signal and actually dramatically altering behavior?
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Maybe that's not a good exanple. | don't know.
DR LURIE: Well, I'mall for signaling. |
don't think that's the best exanple. | think what

happened there, based on the papers that we
published, is you got an i mmedi ate decrease in
hydr ocodone, and that was the intervention. Stanp
out the refills, and the refills were stanped out.
It was al nost |i ke a surgical approach where you
said hydrocodone in refills, and that's where al

t he reducti on was.

There was sone new prescri bing that was done
as probably bit of a subterfuge. There was sone
prescri bing of other drugs to conpensate. There
was some prescribing of larger prescriptions to
conpensate. But fundanentally, that intervention
did just what it did.

DR. THROCKMORTON: So physi ci ans'
perceptions weren't --

DR LURIE: | don't think it was about that.
That doesn't nean that it didn't send a nessage,
and that doesn't nean that nessages aren't

important. | think that they are. The surgeon
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general wote a letter to every physician in this
country. Do | think that people read it and that
educated themin some way? | do not.

Do | think it sent a nessage that the
surgeon general and the federal governnent care?
Yes, | do. Do | think it sent a message that this
problemis of a gravity that nerited a once-in-a-
lifetinme intervention because no surgeon gener al
has done that since Dr. Koop in the '80s? Yes, |
do.

So | think that you can send a nessage,

absolutely, by sonething like this, and | think

nor eover, you can change -- to ne, | |ook at
it -- 1 think all of us agree that education is a
small fraction of the solution here. | think all

of us agree it's inportant, but | think we al so
agree nodestly that it's not huge.

But you can change the social mlieu
sonetines, and | think we can |earn fromtobacco in
that respect. | think that there are things that
have been done in tobacco that do not literally in

and of thensel ves have had an i npact upon tobacco
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consunption, but that together we have created a
social mlieu in which the consunption of tobacco
IS not as acceptable as it once was.

It's the accunul ation of things. Al these
things different actors do in different tines and
different places add up to sonethi ng, and suddenly,
we have a whol e new generation of people to whom
t obacco snoking i s unaccept abl e.

DR. THROCKMORTON: |'m seei ng several heads
noddi ng vi gorously.

DR LURIE: | think something simlar can be
done and that a requirenent for education can be
sone fraction of that.

DR THROCKMORTON: Thank you.

Myra, | think you had a comment or --
M5. CHRISTOPHER: | just wanted to say one
thing. | think it's a false assunption to think

that it has to be the priority of the federal
governnent because | can attest to the fact that
this is a priority for the states. There is not
one state board, not one governor that this is not

a priority for them And | would just, again,

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

341

believe that it will be nore successful if we can
figure out how to work through with the state
boards of all the health professions.

DR THROCKMORTON: Penney?

M5. COMN:. Penney Cowan, Anerican Pain
Association. |It's naking ne a little nervous
heari ng about nore research, nore this. | think
what | just want to rem nd everyone is that there
are a |l ot of people out there living with pain that
want their lives back, and they want it back
yesterday. They don't want to be in pain anynore.

So | guess I'minploring upon you to figure
this out quicker than keep tal king about i1t. |
think | said before, we need action now, and | know
you have to do it and do it right. But we've been
tal king about it for along tinme, and | amreally
concerned about all the people out there who are
now taking their |lives because they are in pain and
they can't live with it anynore.

That's what | wanted to say, that we really
have to do sonething, and we can't just keep

t al ki ng.
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DR. THROCKMORTON: Great, thanks. Mra?

M5. CHRI STOPHER  Peter, | agree with you.
In the IOMreport, we tal ked about in sum we said
we need a cultural transformation in the way pain
I's perceived, judged, and treated. A cultural
transformation will require education of a |ot of
di fferent stakeholders, but it will not be
sufficient for a cultural shift, the kind you're
t al king about. W know how | ong that took with
regard to tobacco, and we al so know how nuch noney
It took.

Now, the elephant in the room | think, and
| ve been absolutely stunned that the issue has not
been raised, is that via a populist nmnovenent, we
have a brand-new adm ni stration, and the House has
now passed healthcare reformthat is dramatic and
from ny perspective, draconi an.

Regar dl ess of which of the various nodels we
m ght latch on to or build out that we've heard
di scussed in the last two days, we're talking about
bi g bucks. W are tal ki ng about hundreds of

mllions of doll ars.
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So ny question is to those of you in the
federal agencies -- and | don't nean this to sound
rude, but you're not the nost popul ar people in
Anerica these days.

G eg, when you were tal king about the CDC,
think there's a fair anount of ani nus agai nst the
CDC because of the way the guidelines were
pronul gat ed.

It seens to ne that a question that has to
be answered is not only what are you going to do
but howin the world do you intend to pay for it,
and | want to know if there's any discussion in al
of this at this point.

DR. THROCKMORTON: Well, 1'Il answer
general ly, and the general answer is it depends on
the tool used to acconplish it. [If you're talking
about a federal decision to inpose a federal
educati onal mandate or sonething, that's why I
asked the what question as ny foll ow up.

If you tell nme you need a federal system |
need to know which federal authority, which federal

path you would like to be used. Because dependi ng
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on whi ch one you choose, then the budgetary
questions and all of those things have to be worked
out .

FDA has a certain set of authorities under
our REMS that the Congress has given us; takes you
down one path. DEA has another set of authorities.
CMS has other sets of authorities. State boards
have a fourth set. There are a series of
authorities that are out there. Depending on which
one you, Penney, say, you Myra, say we shoul d do,
then it takes us down different paths as far as
where the noney cones from and those things.

It's an incredibly inportant question, but
it starts with that di scussion.

MS. CHRI STOPHER  And you're confident there
I's noney down this path?

DR. THROCKMORTON: | do not do noney.

Jeff, actually Myra raises culture. | think
you were the first person to nmention cul tural
transformation in terns of what needed to happen
here. You tal ked about it when you tal ked about

incentives. You said if you really want to change
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behavi or, | ook to incentives, don't |ook at things
| i ke education. |'m shorthandi ng.

Anyt hi ng el se you have to say about changi ng
culture? I'mhearing a lot of interest in doing
t hat around opi oi ds.

DR. KELMAN: | think if you're serious about
this, you have to change culture. 1|'m always
I npressed every tine we | ook at the disparity in
heal thcare in different comunities. That's been
wor ked on at Dartnouth for many years, where you
have the sane patients, different comunities,
different forns of treatnent. And | think we'll
find the same thing in opioid prescribing.

If we get a change in the cul ture around
opioid prescribing, the problemw || go away. And
Il think it's well beyond educati on and even beyond
incentives. | think it behooves us in the nedical
profession to pronote the cultural change, and if |
knew how to do it exactly, | would tell you.

DR. THROCKMORTON: Are there other things
you can point to beyond -- so we tal ked about the

t hree types of tools, enforcenent, incentives, and
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education. Are there other things that we shoul d
be tal king about without trying to pin you down to
t he one thing?

DR. KELMAN:. Those are very big tools to
use. |If you could really have -- everybody were
educated, if everybody were incentivized, and
everybody had the appropriate enforcenment, | don't
t hi nk we'd have a problem

By the way, don't ask ne where the noney's
comng from either. W don't answer questions
i ke that.

DR. THROCKMORTON: I'Il1l just note that you
didn't include education in the two of the three
tool s you nentioned there.

DR. KELMAN: Educati on as spoken.

DR. THROCKMORTON: | see. Ohers?

DR. AHADPOUR: This is Mtra Ahadpour. One
nore thing | wanted to add is the culture change |
think is extrenely inportant, and nmaybe we need to
|l ook at it as a bigger picture and | ook at -- there
Is social nedia that we haven't even tapped into.

This is a new generation, and we've noticed -- |
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| ooked at sone research on adol escents and how t hey
use social nmedia, and how if the social nedia says
that such -- for an exanple, such an illicit drug

i s acceptabl e, nore adol escents go and use it.

My suggestion is that maybe we shoul d | ook
at social nedia for the clinicians but also for the
consuners because the patients that are infornmed,

I nfornmed patients nake better decisions, and then
they go to their practitioners. They can really

let the practitioners know. |If the practitioner is
over prescri bing an opioid nedication, they can say,
no, | amnot interested in this nmedication, or | am
Interested i n physical therapy, or I want to go to
a chiropractor.

| think the social nedia aspect shouldn't be
costly. It's sonething that it would be
interesting to use and gat her data.

DR. THROCKMORTON: Great, thank you.

I'"mgoing to transition. | wanted to ask
anot her question of the group just to nmake certain
t hat FDA knew where everybody is comng from So

one of the other aspects we tal ked about was the

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

348

scope of the educational efforts. The REMS is
currently focused on prescribers, and there's been
a | ot of discussion about whether or not to expand
that to other groups in the healthcare setting that
play an inportant role.

| heard lots of support for that. Does
anyone want to argue for the scope of the RENMS
remai ni ng focused on the prescribers, or is there a
consensus that a broader education for us would be
I mportant? Whatever |evel of activity we do at the
federal level, it would be inportant for it to be
br oader .

DR. GREENBLATT: | think realistically for
t he kinds of things to happen that we're talking
about, you got to involve other nenbers of the
heal thcare team |It's no |onger a solo sport.
It's a team sport.

| think that CM5 is recognizing that in sone
of their codes and things that they're willing to
pay for now, transitional care codes and the
chronic care codes, recognizing that other nenbers

of the team-- coll aborative care for depression is

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

349

now funded. That could be different nmenbers of an
office staff participating and play a role.

If you could reach out and train other
menbers and then maybe even fund those activities,
there's no reason it has to be the prescriber,
right? A nurse could do the education. Sonebody
at the front desk could be | ooking at the PDW for
me. Sonebody el se could be making sure that the
patient has a controll ed substance agreenent.
Whatever it is that we want to have happen, it can
be done broadly across the office.

What you'll get froma lot of providers is
they'll say, ny staff is busy. They're just as
busy as | am W're all naxed out. But if you had
sone noney behind it, then maybe individual offices
could actually pay for nore hours or an additional
staff nenber, whatever, that could all ow sone of
t hese things to happen and get the focus off the
prescri ber.

DR. THROCKMORTON: Thanks.

Yes? ldentify yourself, please.

MS. BURNS: H . Anne Burns fromthe
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Aneri can Pharnmaci sts Associ ation. W know fromthe
TIRF REMS, that it's very inportant to have
pharnmacy included in the loop mainly from an
educati on back to prescribers if, for instance, the
prescriber isn't registered to informthe
prescri ber that that needs to happen. W strongly
pronot e pharmaci sts and the role that they can pl ay
I n addressing opioid msuse. So we woul d be
supportive of pharnmaci sts' inclusion.

DR. THROCKMORTON: Great, thanks.

O her have any -- yes, Trip.

COL BUCKENMAEIR | just want to
mention -- we nentioned a culture change, which I
absolutely agree, and that we need to take sone of
this burden off of the prescribers, that they're
not the only issue. | agree with that, al so.

| think as we're discussing the |ack of
resources, but we're going to try to resource to do
sonet hing, that patients have to be part of that
program \Wile training is directed at providers,
there needs to be an equal effort that's directed

at patients so that this cultural change isn't
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bei ng driven fromthe top -- |I'musing an euphem sm
now -- fromthe nmedical profession, but that we're
trying to get both sides of this coin with the
patient being the focus of this effort to neet
sonewhere with this cultural change.

DR. COWTON. WIlson Conmpton. | wanted to
echo what Trip just said in terns of the other key
partici pant that we haven't thought about are
pati ent behaviors or haven't thought about it as
much. | think I don't quite have a plan for how
your REMS program coul d be expanded to incl ude
that, but that seens a natural extension to the
other potential clinicians that are invol ved,

I ncl udi ng pharnmaci sts, other healthcare staff, in a
col l aborative care nodel as well as patient
behavi or .

| woul d al so suggest that just going back to
your |l ast question in terns of sonething we m ght
do, that irrespective of whether there is a federa
mandate for training, there will be at state
| evel s. And sonmething that we could provide as

federal agencies and a federal group are sone
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I nf ormati on about what are the best common

denom nators for that training. W won't have the
final answer, but there are ways to bring together
experts that we can do |i ke al nost nobody el se can.

DR. THROCKMORTON: | know, Lisa, your group
has done a lot of work in that area, haven't you?

M5. ROBIN. Right, and | think that states
woul d appreciate the resource. | really believe
that if we came up with sone conmmon things, that
t hey woul d appreciate the resource.

MS. CHRI STOPHER: | sound |i ke one-note
Anni e, but the National Pain Strategy report has a
whol e section on public education and
comruni cation. It's outlined. There's a strategy
outlined for how you do that, as there is for
educati on of heal t hcare professionals.

So | once again will appeal that we go back
tol think solid work that was done a coupl e of
years ago now and don't just start from scratch
once agai n.

DR. COWPTON: | like that we don't have to

rei nvent the wheel.
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DR. THROCKMORTON: Looking at the -- we have
about 5, 10 mnutes left here. 1'mlooking at the
points that were identified for you-all to think
about. |I'mlooking for the things that people
m ght want to comment there.

We' ve tal ked about aspects of all of them at
one tine or another here, ask everybody to | ook and
see if there are things there that you think are
m ssing or that we need to have sone additi onal
comment on. Qherwise, | guess I'd invite folks in
t he audi ence to nake sone comments, ask sone
questions, put you guys on the spot.

M5. CHRI STOPHER: One nore tinme, |'m going
to raise the issue about the inportance of | ooking
at cultural and ethnic diversity as curricula are
devel oped.

DR. THROCKMORTON: Great, thanks.

DR. TERMAN. So if you do read the Nationa
Pain Strategy, you'll see that one of the groups
that's not here that's going to be very inportant
for prescriber education, are the people that wite

the tests that get people to actually be doctors or
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nurse practitioners or dentists or whatever,
heal t hcare provider. They aren't here today, but
they are certainly in the broader picture and pl an
for inplenentation of the National Pain Strategy.

|'mnot sure -- again, it's alittle
different if we're trying to help peopl e prescribe
safer than if we're going to try and get people to
practice better pain nedicine because prescri bing
is just a small part of the pain nedicine.

DR. THROCKMORTON: Great, thanks.

Way don't | i1nvite anybody that has sone
comments to nake, why don't you just stand up and
make t hem har d.

DR. KAHN:. |I'mjust going to add sone
comments fromthe perspective of the Conjoint
Commttee. Renenber, we're your educati onal
I mpl ementers out here. So on July 7th, we're going
to have having a neeting, and | can just share wth
you right now, there are two or three questions
that we're going to be addressing fromwhat we've
| ear ned t oday.

One of themis the question of how do we

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

355

know what we've done so far has been a good job?
Have we really done well? W' ve educated 208, 000
conpleters. Are they the right ones? W don't
know t hat .

So we're going to be asking ourselves the
question of should we do nore of what we've been
doi ng and just how valuable has it been. W're
going to be asking ourselves a question of what
else we can do, and I'mquite confident that | can
say that we're going to be | ooking at out of the
box. W' ve been so nuch in the box here today.
Every tinme we tal k about education, we talk about a
3- hour course.

We got out of that box a little bit
yesterday, and we're going to be out of that box on
July 7th. W're going to be tal king about adaptive
| earning. | can guarantee it. W're going to be
t al ki ng about sonebody getting five questions a
week for 3 nonths until they get themall right.

W' re going to be tal king about other ways of
personalizing it to what it is that the clinicians

real ly need.
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Then the third thing I'"msure we're going to
be tal king about is how do we integrate education
into practice. W can't separate education from
practice. That's again part of the box that we're
trapped in right now W got to get out of that
box and | ook what Kaiser's done and what the
Uni versity of Washi ngton has done and what the VA
has done, and how they integrate education wth
clinical decision support and academ c detailing
and nentoring, and all of these things, dashboards,
performance neasures, all of those things that are
done.

The rest of what we're doing in clinical
practice through perfornmance neasures, through
clinical data registries, we have to explore how we
can do that in our educational efforts in neeting
this.

The final thing that I'Il just say is we
need to focus on the right question, and there are
two questions that are hovering over us today. One
of themis how can we educate nore people. | know

t hat you have to answer that question because you
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have a |l aw, but we al so know that that isn't the
questi on.

The question is what you identified on July
12, 2012, which is how can we have an i npact and
how can we prevent adverse outcones that happen
fromm suse of opioids? And that's a nmuch broader
questi on than should we have mandatory or voluntary
educati on.

DR. THROCKMORTON: Great, thank you.

M. VHHTE: H . M nane is Julie Wite.
I'"'mthe director of CME at Boston University School
of Medicine. 1'd just like to also conplinent the
FDA. This has been a fascinating two days.

| also wanted to say, though, that as
soneone who is in the trenches, that the education
we are doing is making a difference. It is
changi ng practice. W're seeing that. W are
seeing after four years that people are calling us
and saying, | ook, we're inplenenting system based
changes. W need your help to cone in and support
t hat w th educati on.

You may not feel |ike you' re naking a
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difference, but this is. This whole initiative is,
and | just want to thank you for that.

DR. THROCKMORTON: Thanks very nuch.

Anybody on the panel want to have | ast
wor ds? (Goi ng once?

DR LURIE: [|'ll take one. W've talked
about cultural change, and the first thing that
people say is it's just so difficult. It's so
i npossible. It takes a sea-change. Every possible
I nterest group needs to be involved. W all need
to be invol ved.

| think what we forget is that actually
cul tural change of a nassive extent happened in
this very field in the last 15 years. Sonebody
pulled it off. Now, it nmay not have been
especially favorable the way things have turned
out, but the fact is that 15 or 20 years ago, there
was a certain set of attitudes towards opioids and
towards pain treatnent, and here we are 20 years
later with a conpletely different one.

So cultural change is possible. There's no

question, and it can be quick and w despread. The
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question is if one concludes that there was adverse
cul tural change, what can we learn fromthe way
that was pulled off in our own efforts to reverse
t hi ngs?

d osi ng Renar ks

DR. THROCKMORTON: Thank you, Peter.

| think we'll make that the | ast comrent.
First, thanks to everyone. Please thank all of the
panel i sts and parti ci pants.

( Appl ause.)

DR. THROCKMORTON: Second thing, thank you
for your participation. As | said, | think this
has been a really fascinating neeting and made ne
questi on sone of the assunptions | think | brought
into the roomthe | ast couple of days.

Two smal |l housekeepi ng things and then Peter
has a coment he wants to make. The blueprint is
out for comment. | woul d encourage people to give
us comment. W genuinely are interested in naking
it better. Wether we have to do nore, we need to
do better. W understand that.

The second thing is related. |I'minterested
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in resources to think about as we think about this
pati ent education. |If there is a resource that
soneone could point to for what that kind of an
outline mght ook like, I think we'd be interested
In know ng about that, too, as we di gest what we've
heard the | ast couple of days and nake the

deci sions that we're going to have to nake here in
t he com ng nont hs.

Peter, does not have anything. So with
that, I w sh everyone a safe trip, and thank you so
much for com ng.

(Wher eupon, at 4:30 p.m, the neeting was

adj our ned.)
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