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PROCEEDI NGS
VEEL COVE

MS. CHALASANI : Good norning. Thank you al
for being here today. | want to welcone all of you in
the room and those of you joining us via webcast to
FDA' s Pati ent-Focused Drug Devel opnent Meeting for
Chronic Pain. |'m Meghana Chal asani fromthe O fice of
Strategic Progranms within FDA's Center for Drug
Eval uati on and Research. | wll serve as the
di scussion facilitator today. Theresa Mullin will be
provi di ng sone opening remarks in a few m nutes. But
first let me start by asking ny coll eagues sitting here
in the front to state their nanmes and their role within
t he agency.

M5. MULLIN: Good norning. |'m Theresa
Mullin. I'mthe Associate Director for Strategic
Initiatives in the FDA's Center for Drug Eval uation and
Resear ch

DR. PAPADOPOULCS: Good nmorning. |'mElektra
Papadopoul os. |I'mthe Associate Director for the
Clinical Qutcome Assessment Staff in the Ofice of New

Drugs here in CDER
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DR. HERTZ: Sharon Hertz. | amthe director
of the Division of Anesthesia, Anal gesia and Addiction
Products in FDA's Center for Drug Eval uation and
Resear ch

M5. TARVER: Hi, I'm Mchelle Tarver. | am at
the Center for Devices and Radi ol ogical Health. And
|'"'mthe Director of Patient Science and Engagenent.

MS. MAYNARD: Good nmorning. M nane is Janet
Maynard. | ama Clinical Team Leader in the Division
of Anesthesia, Anal gesia and Addiction Products.

DR. HAGHPANAH: Good norning. M nane is
Sepi deh Haghpanah, |1'm a nmedical officer in the
Di vi sion of Anesthesia, Anal gesia and Addiction
Product s.

DR. WLLET: I'mGerry Wllet, I'man OBGYN.
|"'min the Reproductive, Urology and Bone Divi sion.

DR. TAYLOR: My nane is Any Taylor. I'ma
pediatrician and I'ma nedical officer in the Division
of Pediatric and Maternal Health.

MS. CHALASANI: Thank you all. And to ny
right, to your left, we also have G aham Thonpson, Lila

Lacki (ph) and Shannon Wbodward who wi || be acting as
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webcast noderators and al so our technical gurus, as you
can see we're having some difficulties having our
slides consistently stay live. So it will be going in
and out but we're going to try to make this as
efficient as possible and hopefully they will come
back. Ckay.

We have a full agenda for you today. After
Theresa's opening remarks we will spend a bit of tine
provi di ng background on chronic pain. Then we'll nopve
into our discussion with individuals living with
chronic pain along with famlies and advocates. CQur
two main topics today are synptons and daily inpacts of
chronic pain that matter nost to patients, followed by
perspectives on current approaches to managi ng your
chroni c pain.

"Il explain the neeting format and the
process at the start of those discussions. W have
time set aside for open public comment later this
afternoon. \While the primary discussion is focused
with individuals and famlies, the open public comment
will give anyone in the audience the opportunity to

provide a comment. To participate in the open public
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comrent session, you will need to sign up at the
registration table. Participation is first come first
serve. The tinme allowed for each speaker will be 2
m nut es.

A few |l ogistic and housekeepi ng points. There
is a kiosk where you can get food and beverages, right
in that direction. Restroons are |ocated behind the
ki osk. And at any point if you need to get up for any
reason, please feel free to do so. W have a dedicated
room available if you need to -- if you need space to
lie down or relax or stretch. For this break room
pl ease make a | eft once you exit this room and wal k
down the hallway. There will be a live stream of the
meeting in the break room

We will take an hour |unch break around noon
and anot her 15-m nutue break around 2:30 p.m Once
again | would |ike to enphasi ze that at any point if
you need to get up for any reason beyond the |unch hour
or the break, please feel free to do so.

AUDI ENCE MEMBER: (| naudi bl e).

MS. CHALASANI :  Sure.

AUDI ENCE MEMBER: | do realize that

www.Capital ReportingCompany.com
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(i naudi bl e) pain patients connected, ability for them
to speak is hours down the road.

MS. CHALASANI: We will actually -- sir, |
wi Il be going through the discussion format but we
actually will have nultiple opportunities to engage
with individuals with chronic pain starting around
10:35 a.m

AUDI ENCE MEMBER: Ckay. Thank you.

MS. CHALASANI: Thank you for your question.

I will ask that at this tinme you pl ease
silence your cell phones. Thank you. This neeting is
being transcribed and a |ive webcast is being recorded,
both of which will be archived on our website. As you
may have notices, there are a few nedia outlets al so
recordi ng audio and visual. W appreciate that there
is alot of interest in our neeting today. W too
believe that this is an inportant neeting.

Pl ease note that if you re asked to
participate in an on-canera or off-canmera interview,
you may accept or decline that invitation at your own
di scretion. Wth that 1'd like to welconme Theresa for

openi ng remarKks.
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OPENI NG REMARKS

MS. MJULLIN: Thanks, Meghana. Good norning
and wel conme to the great room here at FDA's White Qak
Campus. | want to thank you for joining us today for
this very inportant neeting to hear frompatients
living with chronic pain. For those of you who are
living with chronic pain and you're here today in the
audi ence, we're really honored to have you here. W're
aware that it takes quite an effort to cone here to the
White Oak Canpus and we're al so happy to see so nmany
famly menbers a patient advocates in the audi ence as
well. | understand that we have hundreds nore joining
us on the webcast today.

And we hope that you on the webcast will also
be able to share your experiences as fully as you can.
This is a what we call a patient-focused drug
devel opnment neeting and, you know, FDA has a | ot of
public neetings and we do a | ot of consultation of
different kinds but | want to tell you that patient-
focused drug devel opment neetings, PFDD in short, are
special in that these are neetings where we usually

have the, you know, "Experts," you know, with MD or
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Ph.D. or sone set of nore initials after their nane
spending all the tinme talking. This is a neeting where
we really only we mainly want to hear from patients and
their -- and if they have caretakers who or caregivers
who are, have insights about what their |oved one is
goi ng through then we want to maybe hear from them as
well. But we're here to hear about what it's like to
live with the disease. W recognize that patients are
in areally unique position to tell us about that
because they're the ones who are living with that
condition and they're the people who are going to be
taki ng the nedication and getting any benefit there is
to get out of it and suffering from whatever harns
there m ght be exposed to that are often go with
medi cations. There are usually benefits and ri sks.

And we've had about 25 of these neetings so
far in different serious disease areas and every tine
it's been we just hear frompatients. And | got to
tell you every time we and the people who are
experi enced reviewers at FDA and her doctors |earn
sonething new W learn stuff we didn't know about

t hat di sease even though we have -- sone of our staff
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have treated patients with those di seases, we |earn
things we didn't know. We get insights about what it
isreally like to live with the disease and what woul d
really be helpful in a treatment if a new treatnent was
devel oped. And these neetings really help inform our
drug devel opnent and they hel p inform conpani es about
what they should be trying to devel op in new nedicines
to treat conditions where there really isn't a good
alternative today. And frankly that's true for |ot of
di seases.

And simlarly, in addition to FDA getting
information it helps us in our benefit risk assessnments
of new drugs. This information, what patients have to
tell us are uniquely inform ng drug conpani es and
devi ce conpanies in their devel opnent of new products
because they get to hear what patients really want to
see in those treatnments and what they want to avoi d.

Al t hough FDA does not devel op new nedi cal
products we do oversee and advise drug product sponsors
or -- and nedical product sponsors in their devel opnent
prograns. We issue witten guidance to them about what

t hey ought to be doing in devel opnent prograns and
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probl enms and ni stakes to avoid. And we give them
f eedback and advi ce when they conme in and request
meetings on a specific devel opnment program

And before a new nedi cal product can be
mar ket ed t he sponsor has to submt a marketing
application that provides all the study data and
information to FDA so we can assess whether or not the
benefits of that product outweigh its risks. W | ook
forward to incorporating what we | earn today in gaining
nore understanding into what matters to patients when
t hey consider -- we consider the benefit risk -- and
ri sks of a new treatnment for chronic pain.

Today's neeting focused on chronic pain is an
opportunity for us to hear directly fromyou, to learn
about how chronic pain is affecting your life and the
aspects of pain that are nost bothersonme to you and
interfere with your ability to live your daily life.

We al so want to hear how you're nmanagi ng your pain
today and we want to hear what are the benefits you're
experi enci ng and what are the downsi des of whatever
treatnments and nodalities you're using and what

chal | enges you may be facing in getting access to
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nmedi cal treatnents today.

l"d like to note that we al so have
representation from health professionals, researchers,
governnent partners, industry stakehol ders and others
here in the roomand on the webcast today and | want to
t hank you all for joining the neeting as well. \hile
FDA plays a critical role in protecting and pronoting
public health, we just are one part of that system
You all that | -- I've just nentioned the providers and
ot her governnent researchers and partners in industry
represent the other doers and decision nmakers in this
health care ecosystem and we hope that you're al so
going to gain benefits and insights from what you hear
t oday.

Il will tell you that as we -- after we posted
t he announcenent of this neeting a nunber of drug
conpany representatives and staff that |'ve net over
the | ast couple of nonths have told ne that they're
booki ng roonms in their conpany to have a whol e roonfu
of people be able to cone and hear what you have to say
t oday because they think it's that inportant to inform

their drug devel opnment prograns going forward. So
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there are a | ot of people who want to hear what you
have to say.

We al so recogni ze that the inpacts of chronic
pain and its managenent have to be considered in the
context of the opioid epidenmic that's facing Anerica
today. While we work to ensure appropriate and
rati onal prescribing of opioids to address that
epidemc, FDA is conmmtted to not |ose sight of the
needs of people living with serious chronic pain.

As new policy steps are considered to address
the opioid crisis be assured that FDA remains focused
on striking the right bal ance between reducing the rate
of new addi ction and decreasi ng exposure to opioids
while still enabling appropriate access to patients who
need, have a nedical need. And this neeting is part of
what we're doing to address that today. And again
want to thank you for joining us in this neeting today
and now let -- we'll get on with the neeting and |1'd
like to begin by asking Dr. Haghpanah to come up and do
her presentation on the background on chronic pain and
treatment options. Thank you.

BACKGROUND ON CHRONI C PAI N AND TREATMENT OPTI ONS

www.Capital ReportingCompany.com
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DR. HAGHPANAH: All right. Good norning
everyone. M nane is Sepideh Haghpanah, 1'm a nedica
officer in the Division of Anesthesia, Anal gesia and
Addi ction Products and |'m going to provide an overvi ew
of chronic pain. The outline of this presentation
i ncludes definition and epi dem ol ogy of chronic pain,
types of chronic pain, inpacts of chronic pain,
eval uation and assessnent, treatnent options, patient-
focused drug devel opnent and concl usi on.

I nternational Association of the Study of Pain
defines pain as an unpl easant sensory and enoti onal
experience associated with actual or potential tissue
damage or described in terms of such damage. Pain
m ght be acute or chronic. The exact definition of
acute versus chronic pain mght be different based on
the source or the reference that is used. For drug
devel opment at FDA acute pain is defined as a type of
pain that is self-limted and |lasts | ess than a few
weeks such as post-operative pain or pain that is
associ ated with nuscul oskel etal injury.

Chronic pain is defined as a type of pain that

persists longer than 1 nonth beyond the resolution of
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t he underlying consult or pain that persists beyond 3
nmont hs such as chronic | ow back pain. Based on a report
fromlnstitute of Medicine in 2011 chronic pain affects
nore than 100 mllion adults in the United States.
Pain contributes greatly to national rates of norbidity
nortality and disability. Pain is one of the nost
frequent reasons for physician visits. Annual economc
cost associated with chronic painis estimted to be
$560 billion to $635 billion.

Pai n can be divided based on the origin of the
pain, whether it is nociceptive, neuropathic or m xed,
noci cepti ve and neuropathic. Nociceptive pain is due
to direct tissue damage and stinulation of nociceptive
pain receptors. It can be subdivided into a viscera
or nonvisceral pain. Sone exanples of visceral pain
i nclude pancreatitis, pain due to kidney stone or
post operative abdom nal pain.

Exanpl es of nonvi sceral pain include
nmuscul oskel etal pain or pain after orthopedic surgery.
Neuropathic pain is due to prinmary danage or
dysfunction in the central or peripheral nervous

system Exanpl es of peripheral neuropathic pain
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i nclude di abetic peripheral neuropathy or post-herpetic
neural gia. Exanples of central neuropathic pain
i nclude pain after spinal cord injury or pain after
stroke. In sonme cases chronic pain mght be due to a
conbi nati on of both neuropathy and noci ceptive pain.
Pain is conplex. It may or nmay not be related to a
specific disease or injury. Qur focus for this neeting
today is on chronic pain in general of any type, any
etiol ogy, any characteristic or any severity.

What are sonme pain-related characteristics.
Pain quality m ght be described as aching, throbbing,
tingling, pinprick, burning or stabbing, where is the
| ocation of the pain, is it localized or diffused, is
it radiating to any other body parts, what are sone
t enporal aspects of pain, does the pain have a gradua
onset or does it happen suddenly, is the pain constant
or intermttent, how severe is the pain, is it mld,
noder ate or severe, what are the trigger factors for
t he pain, what nakes the pain better or worse.

Al'l of these pain-related characteristics and
the terms mld, noderate or severe are often used both

by patients and healthcare providers to describe the
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pain in different clinical settings. There are also
ot her scales that are used for grading of the pain such
as a zero to ten scale. However pain is a subjective
experience, it is described differently by each patient
and in each clinical condition. Chronic pain can have
physi cal, social, enotional and functional inpacts.
Chroni c pain can cause weakness, sensory changes, gait
problem difficulty with nmobility, pain can result in
sl eep problem pain can cause enotional stress,
anxi ety, depression or isolation.

As a result of these chronic pain patients my
have difficulty maintaining enploynment or difficulty
attendi ng school or other daily activities. Pain can
cause withdrawal fromfamly, it can limt socia
rel ati onshi ps such as interactions with friends or
famly menbers. Pain can limt activities of daily
l'iving such as bathing, dressing self-care, et cetera.
Pain affects many different aspects of patients' |lives
and we appreciate you providing input on the inpact of
chronic pain on your daily life.

How do we eval uate and assess chronic pain.

As we nentioned, pain is a uniquely individual and
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subj ective experience. The tests and imaging studies
that we perform provide information about underlying
etiol ogi es and conorbid di seases. But these tests do
not provide direct assessnent of the pain. Different
types of tests that m ght be done are neurol ogi c exam
physi cal exam different types of imging studies,
nerve conduction studies, but ultimately patient's
input is the key factor in the eval uation and
under st andi ng of pain.

There are mul ti ple pharmacol ogi ¢ and
nonphar macol ogi ¢ options avail able for treatnent of
pai n. Pharmacol ogic treatnments include over-the-
counter nedication such as ibuprofen or acetam nophen.
Prescription drugs such as nuscle rel axants, opioids,
anti depressants, anticonvul sants or topical agents.
One of our discussion topics today is about
phar macol ogi ¢ treatnment of chronic pain to get your
f eedback about different options. There are also
mul ti pl e nonphar macol ogi ¢ treatnent options for chronic
pai n such as physical therapy, occupational therapy,
exerci se prograns, manipul ation et cetera.

Cognitive behavioral therapy, stress
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managenent, conpl enentary and alternative nmedi cine such
as acupuncture, herbal nedicine or biofeedback.
Vocational rehabilitation and disability managenent are
ot her inportant conponents in treatment of chronic
pain. There are also different nedical procedures
avai l abl e for chronic pain such as nerve bl ocks, pain
pumps, spinal cord stimulator, peripheral nerve
stimulator or different types of surgery.

There are nmultiple options and consi derations
to determ ne the optimal treatnment for chronic pain in
each individual case. Treatnent nay focus on certain
options or utilize a multidisciplinary treatnent
approach that provides an integrated managenent plan.
Mul tidisciplinary pain prograns provide a collaborative
approach that include different treatnent options both
phar macol ogi ¢ and nonphar macol ogi c.

The focus of these prograns is on individual
assessnment of each case to provide a conprehensive
treatment to control the pain and inprove quality of
life. In order to achieve optinmal result healthcare
provi ders and patients should work together to devel op

a treatnment plan and set goals for each individual
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patient.

VWhat are treatnent goals? |In nost cases of
chronic pain we cannot elimnate the pain conpletely.
The goal of chronic pain treatment has evol ved from
trying to elimnate the pain to decreasi ng and
controlling the pain to inprove physical function, to
i mprove social and enotional wellbeing and in general
to improve quality of life.

What are sonme potential barriers in treatnment
of chronic pain? Are the appropriate treatnment options
avai |l abl e and accessible for the patients? For
exampl e, multidisciplinary pain prograns nay not be
available in rural areas or there may be difficulty
with availability of sonme nedication. Cost or
i nsurance coverage could be another inportant linmting
factor both for pharnmacol ogic options and
nonphar macol ogi cal options. Tine or duration of
t herapy may be another barrier in sonme cases. For
example, it may not be feasible for patients to take
time off fromwork or school or fromtheir daily
activities to attend nultiple therapy sessions.

Side effects of the nedication are anot her
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i nportant barrier in the treatment. Chronic pain
pati ents need to continue medication for a | ong period
of tinme. It is very inportant to know if the
medi cation remains effective and well tolerated for
| ong-termuse. There are gaps in treatnment of chronic
pain and we acknow edge that there are state and
federal actions that may have inpacted sone patients.

Chronic pain remains an unnmet medi cal need
w th physical, enotional and social inpacts on
patient's life. There are nunerous inportant public
health issues related to chronic pain but today we wl|l
focus on drug devel opnent. The purpose of this nmeeting
as patient-focused drug developnent is to listen to you
and obtain information fromyou as the main source who
is suffering from chronic pain.

Patients, caregivers and famly nenbers,
pati ent advocates are experts in providing the
i nformati on about the inpact of pain on their |ives and
about available treatments. W want to hear your
stories about chronic pain, inpact of pain on your
function, your treatnent goals, treatnent barriers that

you experience in your daily life with chronic pain.
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Collecting information from patients'’
perspectives provides an opportunity for us at the FDA
to enhance regul atory deci sion-maki ng. FDA works with
phar maceuti cal conpanies to help them design the
clinical trials that will assess the risk and benefits
of drugs. These conpanies performthe studies and
submt the information to FDA to support the approval
of a new drug, then FDA reviews these application to
ensure that the benefits of a drug outweigh its risks,
t herefore having this kind of neeting is extrenely
val uabl e for FDA to understand patients' perspective on
chronic pain and the factors that patients consider
when sel ecting a treatnent.

In conclusion, FDA is aware of the unnet
medi cal needs experienced by patients who have chronic
pain, patient-focused drug devel opnent is a unique
opportunity for the FDA to hear from patients
caregivers and fam |y nmenbers about the inpacts of
chronic pain on their lives. W are excited for this
opportunity to engage directly with all of you to
i nprove the drug devel opnent process for chronic pain.

Thank you for being part of this neeting today
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both in person and renotely on the web to share your
experience and perspectives with us. And thank you for
your attention during this presentation.

OVERVI EW OF DI SCUSSI ON FORNMAT

MS. CHALASANI : Thank you, Sepideh. | also
want to thank all of you for your patience as we're
trying to solve the issue that we're having with the
slides. W've had 25 neetings to-date as Theresa
mentioned but this is still a new technical issue,
we' ve never not had slides. So thank you for your
pati ence.

So now we will be starting the patient-focused
di scussion portion of this neeting. Our goal today is
to foster open dial ogue on personal experiences and
perspectives on chronic pain. Qur two main topics for
the discussion are synptons, health effects and daily
i npacts of conic pain that matter nost to patients and
current managenent approaches for your chronic pain.

We will kick off each discussion with a panel
of individuals living with chronic pain. W selected
panel discussions fromthe pool of participants who

indicated their interest at the time of their neeting
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registration and submtted summari es that address the
di scussi on questions posted in the Federal Register
notice. We identified individuals to reflect a range
of experiences with synptons and treatnment approaches.
We have four panelists for the first topic and I'Ill ask
our topic one panelist to please cone up front at this
time. Thank you. After the panel speaks we w |
broaden the dial ogue to include other individuals with
chronic pain and famly nenbers here in the audi ence
and on the web. The purpose is to build on the
experiences shared by the panel. [1'Il ask a nunber of
foll ow-up questions inviting participants to raise your
hands to speak.

My FDA col | eagues sitting to ny left may al so
have foll owup questions. W wll have staff floating
around with m crophones, Sarah Edgers (ph) and Puchita
Vai dya (ph), and they will come to you with the
m crophone. So please just raise your hand. \When
speaki ng you may remai n anonynous or state your first
name for the record.

For transparency we request that at the tine

of your comment that you disclose if you are affiliated
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with an organi zation that has an interest in issues
related to chronic pain or if your travel here today
has been funded or if you have significant financial
interests in chronic pain medical product devel opnent.

Pl ease keep your responses focused on the
specific question or topic at hand and limt to a
m nute or so. W have a packed agenda and a full room
t oday, we have a large, large crowd and we're really

| ooking forward to the rich insight and input that

you'l | be providing us today. So pl ease raise your
hand if you have, if you -- to speak, if you have
sonething to add to what has already been said. If you

agree with a particul ar perspective or have had a
sim | ar experience please feel free to nod your heads
or clap.

We will have sonme polling questions today as
well. We ask that only individuals with chronic pain,
fam |y nmenbers or advocates respond. |If you are in the
roomyou will respond using clickers. Mst of you
shoul d have received a clicker by now but if you have
not received a clicker please raise your hand and

Shannon wi Il cone around and provide you with a
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clicker. Thanks Shannon. For sone questions, for the
pol ling questions you'll have one answer, for others
you may have nultiple answers. You should feel a
little buzz when you click, which means that our system
captured your answer. And we'll have a few practice
guestions in a bit to make sure we're not having any
technical difficulties. [If your clicker doesn't work
pl ease just | et us know by raising your hand again and
we'll bring you another one. Wb participants wll
al so be able to answer the question through the webcast
and I'll turn to our webcast noderators fromtinme to
time to summarize the results that we're seeing on the
web. These polling questions are neant to be a
di scussion aid for today, they are not a scientific
survey. For those of you joining us via webcast, in
addition to responding to the polling questions you can
al so add comments through the web platform there's a
di scussion pod. Although we may not be able to read
all of the comments out |oud today your comments wll
be incorporated into our summary report.

We al so have a public docket that will be open

until Septenmber 10th. | took a | ook at the docket this
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nmor ni ng and we al ready have 973 coments received from
your community and this docket will be open for 2 nore
nont hs after the nmeeting and so we're really hoping
that you'll add to the dialogue through this docket as
well. We encourage you to share your experiences and
expand on what we discuss today through this docket.
And the docket coments will all be -- we will read al
of themand we will include a sunmary of themin our
report as well.

Anyone is welconme to coment to the docket and
the link is on the slide deck which we will post online
and we'll also circulate it via e-mail to you all as
well after the neeting. A few ground rules for the
di scussion today. W are here first and forenost to
listen to those with chronic pain and their famly
menbers and we will try to accommodate everyone who
wants to speak. If we don't get your full thoughts on
a topic we encourage you to el aborate in the public
docket .

We are happy to see participants here today
who represent health care provider research and nedica

product devel opnent communities. We believe the input
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we hear today will be inportant to you as well, we just
ask that you stay in listening node. Sone of you may
have requested to participate in the open public
comment and we | ook forward to your input then. During
the main focus dialogue we really are here to engage
and hear fromindividuals with chronic pain and their
fam |y nenbers.

FDA staff is also really here to listen. W
know t hat you may have questions about nedi cal product
devel opnment, review and policy. |[If you have specific
guestions we encourage you to wite them down on your
eval uation forns which you can find on the tables
outside and we will try to get back to you with nore
information follow ng the neeting.

As has been descri bed our discussion today is
focused on chronic pain, health effects, daily inpacts
and nmanagenent approaches. W understand that there
are several inportant issues to ensuring that
i ndividuals with chronic pain get the health care
treat ment and support that they need. Today we want to
focus on the topics that FDA needs nobst input on so

that we can best fulfill our role in the medical

www.Capital ReportingCompany.com
202-857-3376




10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 32
product devel opnent process and deci si on- maki ng.

Qur discussion today may touch upon specific
treatments. However the discussion of any specific
treatment should be done in a way that hel ps us
understand the broader issues such as what aspects of
your chronic pain are being addressed and how
meani ngful is that to you and your famlies.

The views here expressed here today are
personal opinions, they are not just opinions, they are
personal stories and everyone has their own story and
their own experience and we nust respect that today.
Respect for one another is paranount. We will have
differing views on things today and differing
experiences and we will listen to it respectfully. W
very much appreci ate what conpl ex and personal stories
that we are addressing in this public setting and we
expect everyone here and on the web to share that sane
appreci ati on.

Yeah, | think Grahamis trying to advance ny
slides. Thanks Graham We do want your feedback on
the neeting. As | nentioned, we have eval uation forns

outside on the tables. Wat we learn will help us to
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continue to design and inplenent patient-focused
meetings that are useful to FDA and to individuals and
their famlies. So please fill those out and we'l
collect themat the end of the neeting. Wth that
let's begin with a polling question. |'m always very
nervous with the first one because technol ogy, you
know. Ckay, so folks in the room pl ease use your
clickers. Were do you live? So if you live within
t he Washi ngton, D.C. netropolitan area including the
Virginia and Maryl and suburbs press A. If you live
outside of the Washington D.C. nmetropolitan area pl ease
press B. And you'll hear a small buzz, a short buzz if
our system captured your response. |If your -- if you
don't get any buzzing please raise your hands and we'l
bring another clicker to you.

Yours may -- have anot her battery, Shannon,
Shannon. Can | get a clicker, please? Thank you. |
see responses comng. Yes, and folks on the webcast
you shoul d have access to these questions as well
t hrough your webcast platformand so hopefully we'l
see your responses summari zed through our webcast

noderators in a few nmonents. Okay. It was working so
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well. Graham do you have access to --

MR. THOWPSON: Yeah, | do. So we had about 80
percent outside the Washington D.C. area, so greatly
appreci ate you traveling to the neeting. And on the
web, as you'd expect, about 90 percent outside the D.C
ar ea.

MS. CHALASANI : Okay, thank you, Graham W
have anot her polling question. W can't see it, so I'm
going to read it out loud and just ask nme if you need
me to repeat any of what the options and so forth are.
So the next question is which statenment best describes
you.

MR, THOWPSON: It's back up, Meghana.

MS. CHALASANI: Great. Thanks, Graham A, an
i ndi vi dual who experiences chronic pain; B, a famly
menmber or caregiver of an individual who experiences
chronic pain; C, an advocate for individuals who
experience chronic pain.

AUDI ENCE MEMBER: (i naudi bl e) nmore than one of
t hose.

MS. CHALASANI : Yes, you may be, correct. |

think we may have set this to pick one, but there are

www.Capital ReportingCompany.com
202-857-3376




10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 35
sone others later on where you'll be able to sel ect
mul ti pl e answers. But thank you so nuch for
hi ghli ghting that point. Thank you.

Okay, can we get sone results, G ahanf? Okay,
now you know what it will ook like if we're able to
see the slides. Fifty nine percent, sixty percent of
you in the roomtoday are an individual who experiences
chronic pain, those of you that are responding to the
pol i ng questions, sixteen percent a fam |y nember or
caregi ver an individual who experiences chronic pain
and twenty five percent an advocate for individuals who
experience chronic pain. And as the |ady pointed out,
we may have sone overlap there, so great. Thank you.

The next question that we have is what is your
or your loved one's age. So those of you that are a
fam |y nmenber or a caregiver or an advocate pl ease
respond on behalf of an individual with chronic pain
for the questions noving forward. So what is your or
your |oved one's age: A, younger than 18; B, 18 to 29;
C, 30 to 39; D, 40 to 49; E, 50 to 59; F, 60 to 69; G
70 or greater? Okay, we have a range of participants

in the roomhere today with 38 percent in the age range
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of 40 to 49 years old. Great.

Coul d we have our next polling question,
Graham  Thank you. Do you or your |oved one identify
as: A female; B, male; C other. Anyone having any
i ssues respond with their clickers or | think we have
everyone's working, great. Oh, (inaudible).

MR. THOWPSON: So we have about 74 percent
femal e and 26 percent male. And on the web very
simlar, 78 and 22.

MS. CHALASANI: Great. And I'll ask the
webcast noderator to summarize all of the denographic
polling questions in a few mnutes for us as well.
Thank you.

The next question that we have, how | ong have
you or your |oved one experienced chronic pain? A,
less than 1 year; B, 1 year to 2 years; C, 2 years to 5
years; D, 5 years to 10 years; E, nore than 10 years;

F, I"'mnot sure. Okay, wow, significant majority of
you all have experienced chronic pain for nore than 10
years in the roomtoday. Thank you.

I think we have one nore polling question

left. |It's doing sonmething new now, okay. What type
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of chronic pain do you or your |oved one experience?
Here you can check all that apply. A, cancer pain; B,
postsurgi cal or posttraumatic pain; C, neuropathic or
nerve pain; D, headache; E, orafacial pain such as
mout h, jaws and face; V -- sorry V -- F, visceral organ
pai n; G nuscul oskeletal pain such as arthritis; H, |
don't know;, |, other.

AUDI ENCE MEMBER: (Il naudible) all --

MS. CHALASANI: All, you can check all that
apply. You check all that apply. G ahan?

MR. THOWPSON: All right. So we had the nost
conmon response 71 percent with nuscul oskel etal pain
foll owed by 63 percent with neuropathic pain and then
we had postsurgical, headaches, orofacial and visceral
organ pain all at around 25 to 30 percent and then 20
percent sai d other.

MS. CHALASANI : Okay, we'll probe into what
the other may be later on during the facilitated
di scussion, that will be interesting for us to hear.

We have a range of participants in the room | do want
to turn to our webcast noderators now to perhaps

summari ze what -- who we have on the web participating.
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MR. THOWPSON: So for types of chronic pain we
have about 80 percent neuropathic and rmuscul oskel etal .
About 40 to 45 percent post-surgical and headache. And
t hen about 20 percent for all of the rest. And
simlarly to those in the room al nost 70 percent of
peopl e on the webcast have had chronic pain for nore
than 10 years.
TOPI C 1 PANEL:
SYMPTOMS AND DAILY | MPACTS OF CHRONI C PAI N
MS. CHALASANI: Okay. Thank you, Graham
Wth that 1'd Iike to start with our first panel now.
If we could have the slide, Gaham Thank you. So as
| mentioned previously topic one will really focus on
heari ng your perspectives on the synptons and daily
i npacts of chronic pain that matter nost to you. We'|
kick start with our panelists. W have three joining
us in person. Qur fourth panelist, Debbie, was stuck
in Beltway traffic for 2-1/2 hours this norning and as
i ndividuals with chronic pain you probably understand
much better than even | can how difficult that really
is, and she was unable to sit any |onger and continue

the coomute in. So | will be reading her remarks on
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her behalf. But she really does wi sh that she coul d
have joined us in person here today. Wth that Any.

MS. PARTRIDGE: Shall | press the red --

MS. CHALASANI : Yes, please just press the red
button. And then once you're done speaking if you can
turn it off, that will help reduce the extra background
noi se and so forth.

MS. PARTRI DGE: (I naudi bl e).

MS. CHALASANI : Yeah, that | ooks good.

MS. PARTRIDGE: Hello everyone, good norning.

My nane is Any Partridge. | aman intractable pain
patient, | amnot an addict. | thought | knew pai n.
(Appl ause)
MS. PARTRIDGE: | thought | knew pain. |

dealt with chronic back pain for decades. Three years
ago | | earned how bad pain can really be. | also

| earned how to fight. Starting in 2013 | had a series
of spinal surgeries and epidural steroid injections.
During the sixth and what would be ny final injection
in 2015 | knew sonet hi ng was wong, very wong. Over
the next 6 nonths as ny pain spiraled out of control I

saw countl ess specialists and | fought for a diagnosis.

www.Capital ReportingCompany.com
202-857-3376



10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 40
Ww, did | get one, adhesive arachnoiditis.
AUDI ENCE MEMBER: Ri ght here.
M5. PARTRIDGE: As | |istened, the doctor

expl ai ned how scar tissue had grown on the inside of ny
spi nal cord, that scar tissue was and still is
strangling the nerves in ny spinal cord and has adhered
themto the walls of ny spinal cord, cenenting them
there. Adhesive Arachnoiditis is inoperable, permanent
and progressive. |t has been described as the pain of
end- st age bone cancer w thout the escape of death.
Sorry. It is one of the only -- one of only a few
conditions referred to as a suicide disease. | went
frombeing a nom a wife and an executive at the peak
of nmy career to spending nearly every nonent in the day
bed in ny famly room Thank you.

| fought ny body to allow ne to do even a
fraction of what | was once able to do. The pain was
excruci ating and constant and one wong nove and it
felt like there was a hatchet in ny spine. Pain vary
fromjellyfish stings to a red hot poker being shoved
into my hip. | mssed sone big events that year,

weddi ngs, funerals and countless functions. More
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difficult were the everyday things that I m ssed, being
able to stand [ ong enough to braid nmy daughter's hair,
sitting |long enough to eat Thanksgiving dinner with ny
fam ly at the dinner table, the sinple things that we
take for granted. M husband took over, phenonenal
man, every househol d chore, and ny nom hel ped with
errands and driving nme to appointnments. M children
had to adapt to having a nomwho is nostly bed-bound.
Qur lives were turned upside down but | fought, |
fought ny mnd to accept that at 38 | was in fact
di sabled. | fought back tears as | ordered nyself a
wheel chair, an electric nmobility scooter so that |
coul d get out of the house nore often only to find that
| could really sit |Iong enough to use them

| fought for doctors to acknowl edge how much
pain | was in. | fought adrenal fatigue, exhaustion
and epi sodes of intense sweating. | fought for a | ong-
termdisability. That first year | spent fighting for
many things but nostly | fought for treatment. |
fought side effects from countless nedications and
t herapi es that my doctors prescribed, none worked. |

fought to change ny diet, and | have a gallon Ziploc
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bag filled with bottles of supplenments that didn't
wor K.

The pain was so bad that | actually asked ny
doctor if they could surgically paralyze ne fromthe
wai st down. But not even that would rid nme of the
pain. There was no escape, no way out, just pain. |
fought to be seen by one of the only physicians in the
worl d specializing in arachnoiditis, fortunately he
agreed to see ne.

I left my first appointnment which was 3, 000
mles fromhonme with a new sense of hope. These
medi cati ons wor ked, and, yes, sone of them are pain
medi cations. | returned honme only to fight again.
This time | fought the pharmacies who fl at-out refused
to fill nmy legitimte prescriptions. All nedications
carry risk. But when you have an incurable condition
and spend all day in bed unable to truly live risk is
relative.

(Appl ause)

MS. PARTRI DGE: Thank you. | then fought the
DEA who raided ny doctor's office and accused us, his

patients, for trafficking drugs. | will never be pain
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free but with these nedications the pain is manageabl e

enough that | can usually | eave the house for an hour
or two without having to lie down. | still suffer, |
will always suffer fromdebilitating pain that wll
never go away. |'Il never work full time again. And I
still have bad days where | m ss events but on good
days I'mable to live again. But | still fight, |

fight the stigma of being a pain patient, a stigm that
nearly cost ne ny life.

(Appl ause)

MS. PARTRI DGE: Thank you. The stigma that
nearly cost me ny life in January when an ER doc was so
convinced I was an addict that he m ssed the
perforation in ny colon on the CT scan and tried to
send nme hone. | fight for everyone who can't be here
t oday because their nedications have been ripped away.
| fight for the post-op patients being given Tyl enol.
Fun fact, NSAIDS have killed nore people than
prescription pain neds every year

( Appl ause)

MS. PARTRIDGE: | fight for ny daughters who

may sonme day new pain nmedication for the Ehlers-Danlos
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Syndrones that | passed on to them | fight for
norality.

(Appl ause)

MS. PARTRI DGE: Thank you. And conpassion and
conmonsense to be returned to nmedicine. | fight for
politicians to stop practicing nedicine. W are not
the problem Thank you all.

(Appl ause)

MS. PARTRIDGE: We are not the problem
neither is pain nedication, the nunbers don't lie. It
isillicitly manufactured fentanyl causing this crisis.
We nust restore access to pain nedication for all
pati ents and mandate that these physicians treat our
pai n and enable themto do so w thout fear of
prosecuti on.

(Appl ause)

MS. PARTRI DGE: Thank you. Qur lives
literally depend on it and sone day yours coul d too.

So menbers of the FDA, will you stand and fight with
me, with us because as Anericans we have the
fundanmental rights of life, liberty and the pursuit of

happi ness, and the last tinme | checked those rights
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don't exist if you have a certain nedical condition.

AUDI ENCE MEMBER: So true.

(Appl ause)

MS. PARTRI DGE: Thank you.

MS. CHALASANI : Thank you, Any. Thank you.
Next Kati e.

KATIE: Hello, hi. First of all | just want
to say, Any, like | conpletely relate, unfortunately,
to so much of what you said regardi ng nedications and
how we're treated |like addicts. |[|'ve had a |ot of the
same experiences, So.

My nane is Katie, |I'm 26 years old, and | have
wi despread severe chronic pain all over ny body. M
pain is a result of a laundry |list of chronic
conditions that has inpacted ny overall wellbeing in
any and every way possible. And nost of what |
struggle with is |ike many people with chronic
conditions invisible to an outsider.

| have a neurol ogi cal disease in which excess
pressure is put on ny brain causing nerve, nuscle and
joint pain in ny extremties. |In addition |I have

Ehl er s- Danl os Syndrones, a connective tissue disorder
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whi ch al so inpacts nmy joints upon nany other bodily
functions. It is very under-researched and very
m sunder stood by the nedical community. | have chronic
pelvic pain and interstitial cystitis, a very painful
bl adder condition that basically feels like a 24/ 7 UTI
8 years. Burning, irritation, frequent infection and
generalized pain. And | was diagnosed with Lyne
di sease officially along with several parasites or co-
infections. In |late-2016 after nmany years of valiantly
and persistently fighting for answers ny pain is not
managed by over-the-counter drugs, my pain is not
intermttent, ny pain has kept ne up at night for nost
of my adult life.

And even after finally getting the answers |
fought for for so long hoping that it would finally
nmean relief my pain has been invalidated, ny pain has
been di sm ssed and ny pain has been willfully ignored.
Regar dl ess of the cause --

(Appl ause)

KATI E: Regardless of the cause it is there,
it is debilitating and it is so all-enconpassing that

it is very difficult to manage effectively. As a young
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adult who has spent the majority of nmy adult life
bedridden I would | ove to be able to have an active and
fulfilled life but I can barely drive to ny
appoi ntnments | et al one anywhere el se w thout inmense
di zziness and withing in pain. | managed to graduate
col l ege but often had a very difficult tine feeling
wel | enough to attend class. As no one understood what
was going on for so many years it becanme very easy to
bl ane nyself for feeling so sick. | also devel oped
severe anxiety. Many of us with chronic pain feel |ike
we could be trying harder. And it's inportant to
remenber that no one can meke that determ nation or
observation for us.

We know how hard we are trying. We may not
al ways |l ook at it but trust that we are internally
suffering and that it's not our fault. | have never
been able to sustain enploynent. And w thout the
financial security |I need as it's equally as difficult
to be granted disability benefits a full life feel
unattai nable. | have had no choice but to remain
dependent and stuck in many ways while ny peers are

getting married, having kids and pursuing a career.
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Because of ny chronic pain | became both physically and
enotionally isolated. Young adults are supposed to be
di scovering thenselves in the world but my chronic pain
has not only hindered ne physically but in many ways
nmentally, enotionally, spiritually and psychol ogically.
It has caused ne to feel |ost.

(Appl ause)

KATIE: It has caused ne to feel hopel ess and
defeated. And as | amrelatively young acceptance that
this will be alifelong battle is still difficult to
register with ne. But it has also shown ne ny
strength. And although |I feel behind I've actually
grown up nuch faster. M chronic pain has only
wor sened over tinme, the inpact of our current nedical
system on the enotional wellbeing of patients creates a
grueling cycle. W aren't receiving the proper care we
need and have thus becone overwhel ned by the pain. The
enoti onal burden thereby creates nore physical pain and
SO on.

( Appl ause)

KATIE: They often proceed to handle the issue

by sending patients into psychiatric treatnent instead
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of tackling the underlying cause. | went from being
able to attend class occasionally to strictly bed bound
these past 2-1/2 years. Qur system needs to change if
patients want to have a full and sustainable |ife.

(Appl ause)

MS. CHALASANI : Thank you, Katie. Thank you.
Next, Ten.

MS. SYDNOR- CAMPBELL: Good norning. M nanme
is Tien Sydnor-Canpbell and | have rheumat oi d
arthritis, osteoarthritis, osteoporosis, bl adah,
bl adah, bl adah (ph). M chronic pain is both nebul ous
and rebellious. It doesn't have a specific daily
routine or even an hourly location. It roans to

different parts of ny body like a nonmad. Let ne give

you an exanple. | can start the nmorning with
incredible pain in ny feet so nmuch so that | stay in
bed for as long as ny bladder allows. If I'mlucky the

pain won't start wondering yet, if not sonething |ike
my back or ny shoul der or my neck is singing the bl ues.
It ranges in intensity just as nmuch it ranges in

| ocation. The only range | don't have is of notion.

Of course | have sone areas that are nore frequently
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affected. That be ny wists, ny neck, |ow back, ny
legs. | got bilateral knee replacenment so luckily ny
knees don't affect nme as nuch as they used to. MW
right foot is currently broken because, well, ny feet
don't always do what they're told to and | was trying
to walk up the steps in nmy house. 1've fallen |ike
four times but this is the first time | broke
sonet hing. Lucky me. Most significant nmobility
synptom | experience is that range of notion but it
happens in any joint at any time. | can start eating
di nner and before I'm done I m ght not be able to hold
the fork because ny fingers hurt so bad or ny jaw m ght
get that little bit of searing pain that's |ike an
arrow shooting right through the TMJ joint to the other
side of ny head. So | have to stop eating until
sonet hi ng goes away.

Chronic pain has conpletely changed ny life
and I"mstill adjusting to this new existence 8 years
into ny diagnosis. | was used to doing stuff all the
time. Physically | can't do 75 percent of what | used
to. | used to be a nmassage therapist, nowadays | can

barely rub lotion on my own hands | et al one anyone
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else. So | bet you' re wondering what activities |
can't do anynore. | used to be a conpetitive sw mer,
spendi ng hours in the pool was second nature to ne.
Used to ride ny bike 22 mles a day round trip to work,
that as a teenager then even as a young adult, as a
parent, as a wife. | was still working out. | was
still doing this at 40. 1In fact |I conpleted my first
triathlon at the age of 40.

One nmonth later, | was so incredibly sick that
| could not stand up straight. Three nonths before |
was di agnosed all of that cane to a conpl ete stop.
Looki ng back before the diagnosis -- |I'd had bad days
but I now | was seasick, like really sick. Few
hospitalizations and surgeries later | couldn't keep
working. Trying to push through the pain only damaged
my body further. No sleep because pain, no rest
because pain, not staying awake because fatigue and
pain. Mnd you, this is all while trying to get a diag
on the disease under control, to have a fighting chance
at sone | evel of nornalcy.

No nore softball with ny coworkers, no nore

dancing with the hubster, no nore attending every
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friend and fam |y gathering, wal king and runni ng gone.
Putting on nmy swinsuit was such a pai nful experience
that it left ne in tears several times before | had to
give it up. | don't even wear pants with zippers
anynore because, you know, pained fingers and zippers
they are like that kids in that commercial that says
"Oh no, oh no, we have a situation."

| have been married for over 24 years and yes
this has affected ny intimacy with nmy husband too. You
name it, it's been affected. Don't forget all the
medi cations that manage this di sease, sone are just
deadly to the libido. | avoid those if at al
possi bl e.

My chronic pain has evol ved over eight years
in several ways. |It's gone from being an unknown
source with debilitating features to a known source
with debilitating features. No regular day-to-day
activities pre-diagnosis yet. | am hopeful that this
will not always be the case. But eight years has
taught ne not to expect too nuch from even one good
day, let alone a good week. Thank you for |istening.

(Appl ause)
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MS. CHALASANI : Thank you, Tien. | would now
like to read Debbie's coments. And | am readi ng on
behal f of Debbie from her perspective. "Hi, | ama 50

year old who was diagnosed with CRPS 4 years ago. This

condition is extrenmely painful. Labeled as the nost
pai nful condition known to man by the McG |1 pain
i ndex.

"My pain is a constant burning sensation, a
lot like your -- a lot |ike you have your shoul der put
into ice and you have passed the point where it's cold
and now has becone very unconfortable. The point your
body has reached the panic node. You have a need to do
something to get away fromit. You have no idea howto
doit. | live on the edge of that panic every day, al
day. Sonetinmes the pain is just nentally exhausting
other times | amin the panic node. Panic to the point
of fast heartbeat, breathing heavy and sweati ng,
| ooki ng for anything that gives sonme kind of relief.

Then there is the pressure, tight, hard
pressure. Like a tight Spandex band has been w apped
around ny upper arm and across ny |left shoul der and

chest; a strange heavy feel to it. Well with this, |
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have skin sensitivity that creates a shocking sensation

when anything touches ne; there is an electrical shock

simlar to being zapped by an outlet. It mkes wearing
clothing difficult. | look for the Iightest weight
shirts | can find. | have to use a skin nunmbing spray

bef ore getting dressed to help erase sone of this.

"But | live in constant fear of anything
touching nme, |ike people who are huggers or waitresses
who |ike to pat you on your shoulder. | also have

severe nuscle spasns that cone to me constantly. They
are like a wave in an ocean, they start at nmy neck and
roll just like a wave in the water to the end of ny
shoul der. They then cone back and roll again. These
spasns are very tiring and pai nful

"Pain al so consunmes your thoughts. Wen | am
sitting in a roomwith famly, the famly nmaybe
wat ching TV and enjoying a novie; however, | am
t hi nki ng about what | can do about ny pain. What wll
make it better? | amthinking, | should get another
pillow and put it under ny arm Maybe | should try the
heating pad again. | bet my pain rub is wearing off

again. M breakthrough neds are not hel ping nme right
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now, God, why can't | get this to stop for just a few
m nut es.

"A time when | should be creating nmenories
with ny | oved ones has becone out of reach for me. |
cannot concentrate on the TV, | can only catch bits and
pi eces of the novie. Later when they are tal king and
| aughi ng about what they watched | feel left out even
though I was in that room| can tell you very little of
what | wat ched.

"People want to know just how bad can this
pain really be. This pain has pushed me to my breaking
point. One night com ng hone from an enmergency room
visit we were driving down Interstate 81, at 65 mles
per hour nmy m nd was so overwhel ned with that pain
reached up and tried opening ny door so |I could junp
out of the car. This was not a suicide attenpt. It
was an overwhel m ng thought. WMaybe if | could just
make sonething else hurt it would take my m nd away
fromthe pain | was feeling.

"You may think that makes no sense, how was
creating nore pain going to help. Have you ever bit

down on your lip when sonething hurt really bad? That
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is your subconscious way of dealing with the pain. |If
your lip hurts fromyou biting on it then the other
pain just does just does not seemas bad. M painis
so severe ny mnd thought the only way to cope with the
pain was to slammy body on to a hard surface at 65
mles per hour. | thank God doors are really hard to
open with 65 ml|es per hour wi nd pushing on them
Thank God my husband t hought fast enough to grab my arm
and slam on the brakes.

"You see, ny pain does not just affect nme, it
af fects ny husband, who al ways has his guard up and
ready to help ne all the tine. M son, who knows how
bad the pain can be if | amtouched -- if | amtouched.
He pl ays bodyguard and protects nme fromthe huggy
peopl e and the touchy waitresses.

"I always thought if you dealt with the pain
| ong enough you eventually get used to it, the pain
gradual |y beconmes less until you no | onger pay
attention to it. Not with CRPS, every norning when
wake up that is if I was lucky enough to go to sl eep,
it's like starting all over. M body has found a whol e

new | evel of pain it can achieve and wants to push ne
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tothe limt."

| want to ask everyone to give a round of
appl ause to all of our Topic 1 panelists. Thank you so
much.

(Appl ause)

LARGE- GROUP FACI LI TATED DI SCUSSI ON ON TOPI C 1

MS. CHALASANI : Thank you, Sarah. So our
Topic 1 panelists did a really nice job of setting a
foundation for us to build on now And so, what |'l
do is I'lIl be asking for folks in the audience to
really add to what we've heard so far and really build
on what we've been tal king about so far. So thank you
again to our Topic 1 panelists.

First, by a show of hands, how many of you
heard your or your |oved ones' own experiences
reflected in what we've heard so far? Okay. For those
of you on the webcast, you may not be able to see it
but alnost all, if not all, of the hands went up from
the front of the room where individuals with chronic
pain and famly nmenbers are sitting. GCkay. W have a
couple nore polling questions to help set the context

of sonme of the key characteristics of reflecting the
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range of experiences that we have in the roomtoday.

So Gaham if | could see our first polling
question for this topic. And this first question,
we'll really be asking, how do your chronic pain
synptons typically manifest? And so, for this question
you are allowed to check all that apply. A. | have
peri ods without pain. B. My pain appear suddenly. C
my pain appears subtly. D. My painis intermttent.

E. | always have pain and the intensity changes over
time. F. | always have pain and the intensity doesn't
change over tine. G M pain worsens over tine. H
| don't know. I. M pain manifests in another way.
Sorry, am | bl ocking?

And we have this polling question open for the
fol ks on the webcast as well, so please feel free to
respond through the webcast platform thank you. OCkay.
We have a range of perspectives in the room W have
75 percent of you indicated that your pain -- you
al ways have pain and the intensity changes over tine.
57 percent indicated that your pain appears suddenly.
40 percent for, ny pain appears -- sorry, suddenly for

57 percent and then 40 percent subtly or one of the
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ot her options that | can't see right now Sorry. |
can't menorize all of that that fast. So can we have a
summary of what we're seeing on the web, G ahant?

MR. THOWPSON: The webcast is pretty simlar.
O the vast majority of people 83 percent say they
al ways have pain and the intensity changes over tine.
And about half, 52 percent, says that their pain
worsens over time. | also just wanted to add we have
about 600 people on the web and al nost -- at | east 300
of them are patients responding to polling questions.
So a |l ot of people listening in.

MS. CHALASANI : Okay. Thank you, Graham So
| see 20 percent of you nearly indicated that your pain
mani fests in another way. So fol ks that indicated that
response would you mind explaining to us how your pain
mani f ests, what that other way naybe. And if you raise
your hand we have Conchita (ph) and Sara with
m cr ophones.

MS. SYDNOR- CAMPBELL: Hello. Hi, | have pain
all the tinme but | have -- which Dr. Lewis explained to
me, the best way to explain it is nmetabolic storage

di sorder, hypercalcem a from sarcoidosis. So sunlight
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turns into calciumin nmy blood system 20 minutes, |I'm
in agony; a few hours, ny vital organs calcify. So

basically I can't go out in the sun, and it's very

limting. | have other problens from sarcoidosis but
that's the worst. So one of the things that everyone
enj oys, the sun, | cannot enjoy. Not only | cannot

enjoy it, it could be fatal to ne.

MS. CHALASANI: Thank you. Thank you for

sharing that. W have -- yes, go on
AUDI ENCE MEMBER: Hi, | have a laundry |ist of
conditions, |like many of us do. Wen you have one

aut oi mune condition you usually have seven. So one of
my conditions is Ehlers—Danlos, but it's the pain that
has been caused by ny conditions has al so given ne
severe PTSD. And | think it's inportant that we
acknow edge that it's not just the physical

mani f estati ons of pain but the enotional manifestations
of pain. When you go through pain your entire life,
when you experience all of this hurt with no sense of
relief and no -- no tine down, it enotionally drains
you. And it comes out as anger, it cones out as

anxiety, it comes out as frustration.
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(Appl ause)

MS. CHALASANI :  Thank you, thank you. So |
have anot her qui ck show of hands questions. So right
now sitting here in the room how many of you are
experiencing pain that you woul d describe as m | d?

Ri ght now, sitting here in the roomright now, how many
of you are experiencing pain that you woul d describe as
mld? Okay. For those of you on the web, perhaps 5 to
10 hands went up. Okay. How many of you are
experiencing pain right now that you would characterize
as nmoderate? Many nore hands went up, for folks on the
web. And then, how many of you are experiencing pain

t hat you woul d descri be as being severe right now,
while you're sitting in this roon? And we've had hands
go up for this too, fromthe front of the roomas well
as the back, for those of you on the web.

MS. SYDNOR- CAMPBELL: Can | interrupt and say

MS. CHALASANI :  Yes.
MS. SYDNOR- CAMPBELL: A lot of tinmes | have
pain that's mld in sonme areas and noderate in others

SO --
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MS. CHALASANI: Okay.

MS. SYDNOR- CAMPBELL: So | can nodel noderate
depends on the area of the body that we're talking
about right now. Head, boom

MS. CHALASANI : Okay, thank you for that
comment, Tien. | think we will take one nore conmment
fromup here.

AUDI ENCE MEMBER: And actually this comment is
for the group because many of us, you know, polled on
this and you can see the -- what the results were but
by a show of hands how many of you experience at | east
hal f of these at any given tinme? Yes.

MS. CHALASANI: Okay, it has all the hands go
up, for those of you on the webcast. Ckay, thank you
for helping nme out. Can we have our next polling
guestion and this will be -- of course, can you just
wait for a m crophone just so the fol ks on the webcast
can al so hear what you're saying.

AUDI ENCE MEMBER: You asked about the severity
of the pain?

MS. CHALASANI:  Yes.

AUDI ENCE MEMBER: And what a | ot of nedical
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prof essionals don't realize is when you live with
chronic pain you can be in severe pain but physically
| ook okay. You learn to live with a higher |evel of
pai n.

(Appl ause)

MS. CHALASANI: Yes, | think Katie (ph)
mentioned the invisibility and so this is touching upon
that. We will take -- how many of you by a show of
hands, had -- people have said that you're faking it,
right, at any given point? Faking being okay, yes.
Ckay, okay, okay we'll take one nore comment. Sara,
there's a woman right behind you. And then we'll take
one nore here. And then we do have a couple nore
questions that | think will help put nore details
around this. Go ahead.

AUDI ENCE MEMBER: |'ve had ny doctor say that
it's amazing that you're sitting here smling when
you're in so nuch pain. That's how we |learn to fake it

so we nake it. Because people --

( Appl ause)
AUDI ENCE MEMBER: Thank you. | have lost lots
of friends due to the -- ny chronic pain because they
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don't know how to deal with the changed person that
| ve becone.
MS5. CHALASANI: A lot of head nods, a |ot of
head nods, so a lot of -- what you're saying is

reflecting with others in the audience and |I'm sure on

the webcast as well. W have one nore comment here.
AUDI ENCE MEMBER: | just want to quickly -- is
this on -- | just want to quickly note that, you know,

for those of us who are saying mld to noderate pain
right now, | think it's inportant to realize that a | ot
of that is because we are nedi cated, you know, that we
are being treated. It is not that our pain is not
severe --

MS. CHALASANI :  Sure.

AUDI ENCE MEMBER: That right now we're
medi cat ed.

MS. CHALASANI :  Ckay.

AUDI ENCE MEMBER: And that's the only reason
we can be here.

MS. CHALASANI: Ckay. Let ne ask one nore
guestion then on this topic. By a show of hands, how

many of you will experience severe pain by the end of
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the meeting today or at |east by the end of the day,
when you go to bed toni ght because you're sitting here
for many hours. Okay. Thank you so nuch. We
understand that this -- this required a | ot of effort
and tinme and courage fromall of you all to be here
today. So, thank you so nuch for com ng here. Could
we have the next polling question, Gahan? O 1'1]I
read it.

MR. THOMPSON: It's up right now so you can
read it.

MS. CHALASANI: Okay. Until the slide cones
back. OCkay. So the question is, over the course of a
typi cal day how nuch tinme do you spend in pain? You
can't |augh yet. Wait, wait, wait -- wait for this. A
Several mnutes. Now, you're supposed to |augh. B
Less than four hours. C. Between 4 to 12 hours. D
More than 12 but | ess than 24 hours. E. Al day, 24
hours. Please use the clickers to respond. Yes.
Thank you. And the folks on the webcast are al so
responding to this. Okay. Please just wait for the
m crophone, just so that the folks on the web can al so

hear what fol ks are sayi ng.
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AUDI ENCE MEMBER: |If you are well managed with
a pain doctor those nunmbers can vary greatly.

MS. CHALASANI : And even in the roomright now
we're seeing a range of experiences as far as how nuch
time you spend in pain in a given day. Though, a
majority, 70 percent of you indicated that you're in
pain all day, 24 hours. So with this polling question
and the previous one we're seeing sone characteristics
of how you experience your chronic pain. Wat |I'd be
interested in hearing fromyou is, what characteristics
of your pain are nost bothersone to you? For exanple,
in addition to frequency and severity, we heard a | ot
about unpredictability in the comments that we've
received, for exanple. Can a couple of you speak to
the unpredictability or some of the other bothersone
aspects of your chronic pain? Yes, there.

AUDI ENCE MEMBER: | would just like to say
first of all that little scale with the smley face. |
hate that. And | tell the doctor you have a gl ass of
water and it's half full. | have a 5 gallon bucket and
it's running over the top. It's -- | have adhesive

arachnoiditis, by the way. But it's just stupid and
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t he degree of pain that AA patient suffers. Well, we'l
die without care and the nost irritating thing for ne
is no doctor knows what we are and how to treat us and
-- or will treat us. And so, it's inpossible to get
di agnosed and to find care. And they just got rid of
the only doctor in the United States that is doing
research in our -- our disease. The only doctor in the
wor | d.

(Appl ause)

MS. CHALASANI :  Thank you, thank you. So
qui ckly again, what are some of the other bothersone
aspects of your chronic pain? W'Il|l start here and
t hen work our way across to fol ks across the room
Just hold it.

AUDI ENCE MEMBER: |s it working? One thing I
would say is with the -- you know pain comes on --
conmes on suddenly, when you can't predict what it's
going to do. And with the restrictions that have cone
into play with the rapidly acting medications, and
whi ch, you know, need to be -- you know, need to be
used, you know, carefully. O course like the, even

t he breakthrough nmeds or just the -- even the turf type
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medi cations, there are people just like with cancer
t hat you know, even if they don't have cancer that, you
know I nean, it can basically ruin your whole day. And
what woul d be sonmething that's not that bad just you
know spirals into -- you know, you have sonething that,
you know, just beats it -- you know, keeps on beating
into itself, but if it was stopped earlier, it would --
had been a, you know, a non-issue and | think that's --

MS. CHALASANI : That's really inportant point,
t hank you.

AUDI ENCE MEMBER: Thank you

MS. CHALASANI: Sara. Okay. We'll alternate
fromthis side to that side. Ckay.

AUDI ENCE MEMBER: Hello. MW nane is Lynn and
"' mone of the original research patients for 28 years
for CRPS and RSD. And recently, | discovered | had
adhesi ve arachnoiditis. And only one man in Anerica
woul d treat ne. Because | went and | | ooked. Because
we stopped doing the research. You want to know about
the pain? For 28 years, | was deeper undercover than
Deep Throat because if | admtted how sick I was, even

t hough I went to work, | wouldn't be able to get a job
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because the discrimnation against a contractor with
chronic pain. | wouldn't be able to buy the nmeds that
brought me enough relief, so that I could do ny job.
And every day the prayer was, | could just continue to
work so I wouldn't be a burden on ny famly.

It was hard to wear clothes. | had to dress
for success. Try finding a business suit that | ooks
good when clothing hurts, okay, because appearance was
so i nportant.

MS. CHALASANI : We've heard from severa
participants as clothing as a trigger, perhaps. |I'm
not sure if that's the nost appropriate word. But kind
of increases the intensity or the severity or that
causes you to have a flare up, for exanple. Correct.
And |I'm seeing a | ot of head nods. Can others speak to
per haps other triggers or other things during your day
t hat may cause an increase in severity? Okay, sure.

AUDI ENCE MEMBER: (oi ng back to the slide that
deals with, you know, how --

MS. CHALASANI: How nuch tinme --

AUDI ENCE MEMBER: -- how nuch time you spend

in pain, one of the aspects that doesn't get talked
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about with pain but contributes a lot to stigma is that
people lose contact with the normal |ife continuum of
benchmarks. That is for young people they enter
enpl oynent, if you have chronic pain you don't enter
enpl oynent. You can barely get through high school and
college. If you are getting married or your friends
are getting married you're not getting married because
you can't keep relationships | ong enough.

I f other people are having babies you' re not
- you're not building a famly. And so as tine goes on
chronic pain pulls you away fromthe contacts in your
daily life. It contributes to isolation. It
contributes to the notion that you are malingering,
that you are not worthy of the care that you need
because you're not contributing. And so, when we | ook
at the social and cultural aspects of chronic pain we
have to pay attention to that. |It's very inportant.

MS. CHALASANI : Yes, yes, thank you so much
for that comment. Thank you. Soneone this side.

AUDI ENCE MEMBER:. Hi. | have a 16-year old
son and mne is the predictability that he was feeling

it's predictable that 1'mgoing to be in bed 80 percent
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of every single day. And he's -- was filling out his
first application to get his first job and he didn't
put me down as a contact, an enmergency contact.
Because he knows | can't be there for him And that's
the part is he knows, he asks, "Mom can we go for ny
driver's license? Do you think you'll be okay that
day? What tinme is your best time? Wen can we go?
What -- how many hours you think you'll be out of bed
t hat day?" That's ny problemis that he knows, 80
percent of the day. And all | think we have here is
the only solution for Arachnoiditis is just palliative

care and that's all we want; to have a life. Just give

me ny life back that | lost so | can build nenories and
that's all | want.
(Appl ause)

MS. CHALASANI : Thank you so much for sharing
that, thank you. We'Ill take a couple nore coments
before the next question and just to |let you know, the
next question is really going to proffer (ph) on the
daily inpacts of living with chronic pain. So we'l
have a little -- we'll hear nore about the enotional,

as well as some of the other inpacts as well. So,
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Amanda.

AMANDA: Hi. | just wanted to say | have
Cauda Equi na Syndronme, Chronic Cauda Equi na Syndronme
which is kind of |ike adhesive arachnoiditis, but from
a different etiology. | also represent Cauda Equi na
Syndronme Foundation. Just for us to say that, that's
about 2,000 nenmbers with Cauda Equi na Syndrone. |
wanted to say that one of ny triggers for onset of pain
is estrogen spikes. So | cannot have chil dren because
| have to remain on birth control plus ny nedications
can cause birth defects. And I can't imgine nmy life
wi t hout those nedications to get through a pregnancy.
|'"'m35. When | got injured I was 28 and we were
trying. And 1l -- 1 can't -- | can't babysit my nephew.
| -- ny friends have children, | can't wal k around and
hol d t hem because |I'm scared |'mgoing to fall carrying
t hem because | don't know when |'m going to get
sonet hi ng stabbing ne in the leg that's not actually
t here.

And | have just randomy fallen. What if |
was holding ny child -- my child or ny friend' s child?

|'ve dislocated a shoulder, 1've broken nmy wist, you
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know, |'ve gotten hurt fromfalling. MWhat if | did
that with my own child? Wat if they're running out in
traffic and I can't chase then? So that's what chronic
pain took from ne.

MS. CHALASANI : Thank you. Thank you so much
for sharing that, Amanda. We have one coment.

STELLA: Hi. M nane is Stella. And I won't
go through all the list of my ailnents |like we all have
but when you -- your original question was, what other
pain do you have? When ny doctor retired, who took
care of nme for 30 years. He retired, and | honestly
think he retired very, very quickly and I think it was
because of this opioid crisis. And he m ght have been
prescri bing nore than what the FDA or whoever is in
charge of the -- CDC whatever

Anyway | had to find another doctor. Nobody
w || take over another doctor's prescription. | went
to a pain managenent doctor who said, "Well, |I'm going
to start weaning you down because they're on ny back.
| got to fill out a |lot of paperwork.” Your -- and I'm
not even close to the |level, there's a nunber 90,

whatever it is. I'"'mnot near that. | am mai nt ai ned on
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a normal nice dose, | guess, whatever -- however you
want to say it. But this doctor said, "Well, if you

don't |like the way |I'm weani ng you, go find another
doctor.” So | go find another doctor and he says --
"Oh, I" -- you know, mnmy doctor's gone. What do | do?
Cold turkey. Put ne -- what am | supposed to do? And
every single new doctor | went to said, "We will not do

this because of the paperwork the FDA and the CDC makes

us fill out.” W are not -- DEA -- whoever it is. But
| have doctors telling nme, "I don't want to do it
because of the paperwork.” | also have cancer, it's a
chronic cancer. M oncol ogi st says, "Your pain isn't

com ng fromyour cancer, so |I'mnot going to prescribe
it because of the paperwork | have to fill out
involved."” This is disgusting, it's so disgusting.

MS. CHALASANI : Thank you for sharing that
really inportant perspective. And in the afternoon
we'll really be probing and hearing nore about sone of
the chall enges and barriers that you have in accessing
your preferred or optimal therapy. Specifically, what
may have changed over the past few years as well. But

want to turn to the webcast really quickly and just see
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what ' s happeni ng on the web. And see if we can get a
sunmary.

DR. HERTZ: So we have a couple of folks that
shared a lot of things simlar to the room we have a
| ot of claps for you guys. People have shared a | ot of
their triggers with pain, which included things such as
showers, noise, car rides, standing for |ong periods,
col d weat her and sonetinmes even stress. A lot of folks
has all -- have also echoed the nental inpacts of
chronic pain, issues with depression and anxiety. And
peopl e have also highlighted nmultiple ways their pain
mani fests. So one person states, "I have arthritis but
| al so have nuscle spasns."” Thank you

MS. CHALASANI: Thank you, Shannon. And | do
want to take a quick nonment to | ook at ny FDA panelists
here and see if anyone has any follow up questions
before we nove on to the next, the next polling
guestion. GCkay. Sharon?

DR. HERTZ: Sure, | amsorry. Hi, once again
Sharon Hertz. And I'mthe director of the review
division that reviews new drug applications for

anal gesi cs including opioids and also is responsible
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for overseeing some of the post marketing information

that we get about opioids. And what | would like to

hear about -- not even necessarily right now but sone
of the comments about access, and | believe we will get
into that nore. | think we need to hear nore about,

not just fromyou, but fromothers that you m ght know
and any consequences fromthat. So there's today but
al so you can wite in to the docket. And it's very
powerful to have the witten statenents on the docket.

So | just want to encourage everybody that if
t hey want to enphasize anything they've had the
opportunity to say, or if they haven't had an
opportunity to have the m crophone. W're going to
read all of those comrents because it's that inportant.
So | just wanted to nake that comment.

MS. CHALASANI : Thank you so much, Sharon
Graham coul d we have the next polling question, please.

MR. THOWPSON: Ckay.

MS. CHALASANI: So the question is, what are
t he nost bot hersone inpacts of your chronic pain on
your daily life? And we've touched upon sone of these

already. We are going to ask you to please choose up
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to three inpacts. And we did question it so that --
that was intentional, we do want to really find out
what those nobst bothersonme inpacts are. |It's all of
t he above -- okay, okay, okay, all of the above. Okay.
It will only -- actually the systemw ||l actually only
capture three as well, even if you were to select al
of them But we have it noted, all of them all of
them And | will read them out loud to you, since --
okay, we have we -- okay, sorry just if you could wait
for a mcrophone to cone to you just so that fol ks on
the web can al so.

But before we start going into the comrents,
do want to read the options so fol ks can respond first.
A. Ability to participate in or performactivities such
as work, sports or social activities, driving, making
or keeping plans for activities. B. Ability to fal
asleep or stay asleep. C. Ability to concentrate or
stay focused. D. Ability to care for self, famly and
others. E. Inpacts on relationships. F. Stigm or
enbarrassnment. G Social discrimnation. H
Enmoti onal inpacts such as nood, fear, hopel essness.

And |. O her inpacts not nentioned.
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AUDI ENCE MEMBER: You're nissing one very
i nportant one. Just to live. Meghan (ph) and I, our
di sorder is triggered by food, by eating. | have a
m tochondri al disorder and that causes a functional
nmotility disorder in my gut. So ny gut doesn't work.
So ny ability to eat. You have to eat to live. | amon
Vs that sustain ny life. And the IV goes into ny
heart. And | just had a bacterial infection of ny
bl oodstreamand it's |life threatening. So it's very
tricky -- very tricky and chall enging. When sonething
as sinple as just taking a bite of food causes extrene
severe pain.

MS. CHALASANI: Thank you. Thank you for
sharing that. Graham would it be possible for you to
summari ze what we're seeing in the room followed by
t he webcast for this polling question please.

MR. THOWPSON: So for the room we have about
70 percent of responses on ability to participate in or
performactivities, you know, such as work, soci al
activities things like that. For D. 47 percent said,
ability to care for self and famly. You can -- this

one's cone back here.
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MS5. CHALASANI: Geat. [I'll take over from
here then for the end person. 33 percent for the
enoti onal inpact such as nmood, fear, and hopel essness.
And then a range, across the board for the other
i npacts including other inpacts not nentioned. So we
will come back to that and hear a little bit nore. And
what do we see on the web, G ahanf

MR. THOWPSON: Sone simlarities and sone
differences. 93 percent said ability to participate in
or performactivities. But then it was followed by
ability to fall asleep and stay asleep, with al nost 55
percent. And 50 percent on enotional inpacts such as
mood, fear, hopelessness. And 50 percent as well on
ability to care for self and famly.

MS. CHALASANI : Okay. Thank you. Before we
start taking comments, | do want to tee up the phone
line so we can take a couple of callers before we break
for lunch. That's always a fun activity, there's a
operator that will start speaking fromthe -- fromthe
cei ling.

So 69 percent of you indicated the ability to

participate in or performactivities as being a
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bot her some i npact, or not being able to. One thing
that we read in comments is that even -- it's not
necessarily the physical ability to participate that's
i npacted but it's just the fear and the anxiety that
you're going to experience chronic pain that you don't
-- you don't even have the -- you don't even try to do
sonme of the activities and so forth. |[|'m seeing head
nods. Does that resonate? No, not necessarily with
everyone? Could we get a m crophone? Thanks.

MS. SYDNOR- CAMPBELL: (Okay. So every sunmer
test nyself to see how long | can stay out in the sun.
And of course | end up very, very sick. So it's --
sorry.

MS. CHALASANI: |If you just hold up the mc
up, sorry, a little bit closer

MS. SYDNOR- CAMPBELL: | am sorry. The
question is the inpact is, |I'm alnost convinced that |
don't have this. And then | test nyself again every
sumrer. Because who is allergic to the sun, nobody.
And then I get sick again. And it goes on, and on, and
on. So, like food, how do you avoid the sun and who

wants to be with sonebody who can't go out in the sun?

www.Capital ReportingCompany.com
202-857-3376




10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 81
Nobody. So there are |imtations that are so limting.
There's no options at all.

And by the way with the doctor, I'"ma 93 year
old man, away from being cut fromthe only nedication
that allows ne to stay focused while | detox the
cal ciumout of ny body. Wthout those nedications that
it, it's done. Nobody will take nme as a patient. And
I"'min New York City, the doctors outnunber us and
nobody w Il take ne.

MS. CHALASANI: Thank you for sharing. Thank
you. Sara | think --

AUDI ENCE MEMBER: Hell o everyone, I'ma
caret aker, my daughter has sickle cell disease. So
sonme people -- it hasn't been an onset for her, she's
had it since birth. And we go back and forth about
"Why don't you get your driver's pernmt." Well, she
has anxiety, she could have a sickle cell pain crisis
any time. So you know for the normal things she hasn't
experienced famly, and a boyfriend. Because, what if
we go out and | have a pain crisis while we go out
dancing. So, but one of the things | also wanted to

say is, you all are not addicts, you are not standing
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in a corner scratching and di gging, you don't have --
you don't have, you know, tracks up and down your arm
You are real people with real synptons. And as a
caregi ver of soneone who has had sickle cell disease
her whole life I think I know better what she needs if
she's in pain or not, rarely, and how extrene it is.
And when we go to the hospital with our | oved one and
we tell you they need this, they need that because they
can't speak, because they are in so nuch pain, listen
to us.

And sonmething as sinple as, today it's going
to rain, tonorrow it's going to be 90 degrees, the next
day it's going to be 50 degrees will send mnmy daughter
into a pain crisis. So every day, we don't know is
this is going to be the day, is -- am| going to get a
phone call while I"mat work. | used to work in
Washi ngton and we lived in Baltinmore. So which train
can | junp on in case she has a pain crisis? So
pl ease, when they tell you they are in pain, when their
caregiver says they're in pain, hear them |isten.

And can we pl ease have sone fast-acting

medi cine. The only pain nmedicine if she doesn't take
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oxycodone, tramadol and naproxen at hone is norphine.
And | have to go through 4 phone calls before | can get
t hrough to sonmeone to tell me, it's okay to bring her
to the enmergency roomto get norphine. And it takes
five doses for her sickle cell pain crisis to get to a
| evel where she can speak to ne. So if you guys can
cone up with sonething better, please do it.

MS. CHALASANI : Thank you for sharing your
comment, thank you so nmuch. A couple nore comments on
the ability to participate and perform activities or
your limtations in regards to that. Maybe one nore
fromright here.

JOE: First of all | want to thank you guys
for being here and holding this. | amreally grateful,
you know. And | think everybody in this roomis very
grateful for you holding this nmeeting. | also have

adhesi ve arachnoiditis. One thing | want to say how

they say like, now pain doesn't matter. |If | wouldn't
have conpl ai ned about the pain, |I had a staph infection
up in ny sinus cavity, and I --1 wouldn't be here right

now if | didn't keep conpl aining, you know.

But another thing that | wanted to ask you
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guys please, if you could do sonme thing about, if a
person has cancer they m ght give a nedication now,
okay. Where | |live even that's beconm ng rare, al
right. And if you could live with a lifelong di sease
you can't get pain care now. | nmean that's terrible.

When did we becone so, you know, just ignoring people's

pain and suffering. That -- that's really sad, you
know. | think we can do better, you know. [If -- and
with -- if this is a drug devel opnment thing we would
all love it if there was a drug where we didn't need to

t ake opi ates, you know.

But for sonme people they -- it works for them
you know, and it helps them M pain, it wakes ne up
in the norning, you know. And | also, when | was first
di agnosed, | couldn't even find a doctor. And if
you're poor, good luck finding pain care, okay. And
now we're treated like crimnals. So and it -- it has
to change, you know. And you guys could do a |ot for
t hat you know, so thank --

MS. CHALASANI: Thank you, Joe. Thank you so
much for that comrent. Okay sorry, if you could just

wait for a m crophone just so that fol ks in the webcast
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can al so hear what we're saying in the room Thank
you. | think we have one comment. Go ahead.

AUDI ENCE MEMBER: \When you tal k about does ny
wi fe keep herself from doing the things she wants to do
because of a fear of the pain? That happens sonetinmes
but nore often than not every tine she has a good day
she tries to push it because she's trying to prove that
she's a person. Because she's gotten to the point of
not seeing herself as a person because she can't do the
t hi ngs she wants to do.

| actually at tinmes have to kind of yell at
her and say, you can't do that today because it's going
to cost you five days. Even just traveling here, she
was | aid out in the back of our -- as |aid down, the
whol e way here, | drove everywhere. And just being in
the back of the car and getting bounced a little bit
while she's laying down. She's -- she was able to sit
for 15 mnutes, the rest of the tinme she's been | aying
down over here, sitting down over here, standing over
here, wal king around trying to do sonething to
alleviate the pain. She -- the only reason we're here

because -- with the pain that she had today, is because
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| knew that nentally she would never survive this, if
she was -- if she was able to -- if she wasn't able to
sit here and at | east have sone coment to say
sonet hi ng about how she was feeling.

| have to make choi ces every day about what
she can do and can't do because she can't always trust
her own judgnment because she's trying to be a person
agai n.

MS. CHALASANI: Thank you. We really, really
appreciate all of you, all being here today. | think
you raised a really interesting point of, what does a
good day |l ook like. Could we have other folks coment
on what a good day may | ook |ike versus a bad day or a

typical day for that matter? WMaybe a comrent ri ght

here.

JENNI FER:  Okay. M nane is Jennifer and |
canme fromOhio. | wanted to say that a good day --
don't renenber a good day. |'m sure nost of the

patients in here, you have them every now and then,
they cone to you on a whim they cone to you when they
choose. But | don't know that there's any way to

properly describe what it's like to be 47 years old and
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not be able to participate in life the way other 47
year olds can participate.

And | really think that it's inportant for the
FDA to hear -- | know that the whol e general purpose of
today's thing was about drug devel opnent and fromt hat
perspective. But | think everybody in this room has
been affected by what's been going on across the
country. And truly, | think, before we | ook at drug
devel opnment and treatnment options, there's this | oom ng
question this -- that's out there about having
accessibility to care in the first place.

And right now, the nunber of certified pain
physicians in the United States is pitifully, pitifully
low. And unfortunately, there's -- you nean there's
100 mllion of us. You put that slide up earlier --
there's not near enough to treat. You can't focus on
drug devel opnents and things to treat patients if
there's nobody who's going to wite a script, or who's
going to see us, or mmintain our -- coordinate our
care.

MS. CHALASANI : Thank you, thank you. You

raise areally -- areally inportant point. And we do
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want to hear all of your experiences with everything
that you' re using to manage your chronic pain. And we
really will elicit some of those perspectives nore in
the afternoon and really hear fromall of you so that
it can informour work and those of other federal
efforts as well. | see a comment all the way in the
back.

AUDI ENCE MEMBER: So about two years ago |
used to work at the NIHO as a post doc doi ng research
in biochem stry. And back then a good day woul d be a
day that | could work a full 12 hours, the same as ny
peers. But | would be home the whole next day and |
couldn't go back to work probably that day maybe the
day after. And so a good day was struggling for about
a year just to be able to keep up with nmy fell ow peers.
Then about two years ago ny ankle gave out. | tore al
the ligaments. Since then the |last two years | have
had three different surgeries for both nmy ankles and ny
knee. A good day is to be able to stand here covered
in orthopedic braces and that's the only way | can
actually stand, | can actually nove.

A good day is to be able to have a
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conversation. You can actually think for five m nutes
to just tal k about what the weather is |like outside is
it sunny, is it cold. | don't know because | can't
stand up for maybe 10 mnutes in the heat. And that's
a good day.

MS. CHALASANI : Thank you. Thank you so much
for sharing that. | do want to go to the web really
qui ckly to see what fol ks on the webcast are saying.
Shannon or Leila would you m nd summari zi ng sone of the
web comments for us.

LEILA: Sure. So lots of the sane things that
we have been hearing in the room One coment said that
everyone has a list of what they would |like to be able
to do and a good day neans we can pick one thing we
| ost and have that back for one day. | think that's a
power ful sentinent. People on the web nmentions wanting
to be a whole person again and regain that sense of
normal -- normalcy that people with chronic pain
desire.

MS. CHALASANI: Ckay, thank you, Leila. And
for those of you on the web there were a | ot of folks

in the room nodding -- nodding their heads. So your
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coments really resonated with them as well

Graham do we have any phone callers? Okay
should | just speak to the operator then. Ckay.
Operator, can we have our first caller please.

OPERATOR: Thank you. Qur first question
comes from Susan, your line is open. Susan, your line
open, please go ahead with your question or conment.

MS. CHALASANI :  Susan.

OPERATOR: We'll go to our next question. Qur
next question or comment cones from Andrea, your I|ine
i's open.

ANDREA: Good norning. Thank you so much for
having this neeting and listening to us. | have been
suffering for over 25 years from several painful
di seases. And | was managed on nedi cations, on opioid
nmedi cation and | did have some -- sone kind of a nornma
life. But now because our governnent is targeting our
doctors and our nedicines and pretty nuch calling us
addicts and treating us |ike addicts, now ny doctor is
forcing everybody to drastically taper ny nedication
and all his patients' nedication because of pressure

fromthe governnent.
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So now | am basically bedri dden and homebound
and | have no |life anynore. And there's so nmany people
out there, every day, | hear the sane thing, and we're
| osing hope, and there's so many people commtting
sui ci de because of this.

(Appl ause)

ANDREA: And we just want our |ife back. W
are not addicts. We need non-nedication (ph) to
survive and that's all we're asking for. W just want
our voices to be heard and our life to have nmeaning, so
we can have -- enjoy our famly, and enjoy sone type of
life without being in excruciating pain. Thank you so
much.

MS. CHALASANI: Thank you so nuch. Thank you
for calling in and sharing your perspectives. Thank
you. Okay. A couple nore have folks in the audience.
| know ma'am you had raised your hand several tines.

AUDI ENCE MEMBER: Thank you. Today, |'m here
as a patient. I'mfortunate that ny pain is now
managed t hrough spinal cord stinulation. But I
remenber when | was there -- and disclosure, | do work

for a spinal cord stinulator, a medical device company,
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Nuvectra. But when | was in the throes of it, a good
day was, with a fistful of medication, maybe | was
functional just getting around. A bad day, it hurt to
breathe. And one of the things that | wanted to
address on the -- answers were the -- it was on
gquestion A. Could you put that up again? O -- and
t he answer was an overwhelmng on A. One thing that |
t hi nk hasn't addressed and | would like to see if
anybody el se experienced this that | had two options.
| was either in such excruciating pain that | couldn't
participate in anything. O if I took enough
medi cation | could participate but I was in such a fog
| really wasn't there any way. Anybody el se
experienced that? Thank you. So, no fog? Okay, so |
saw sonme hands and there are others that didn't so
you're fortunate.

MS. CHALASANI: Thank you. Thank you so nuch
We'll take a couple of comments. Kristen (ph)?

AUDI ENCE MEMBER: Thank you. | will say to
start with that |'mhere wearing two hats. [|'mthe
wi fe, 45 years, of a severe chronic pain patient; who

woul d be here today except that he's experiencing
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severe nuscle spasns in his back and so he had to stay
at the hotel. So, |I'mresponding on his behalf.

| am al so the | eader and founder -- co-I|eader
and co-founder of a very small advocacy group called
Fam lies for Intractable Pain Relief. W are not a
regi stered nonprofit. We have no noney. So | am not
obligated to anybody for anything. M husband
experi ences what he woul d descri be as several
distinctly different kinds of pain. He has had pain
since he was a child and he is 68 years ol d.

H s nost debilitating pain is a constant 10,
on a scale of 1 to 10, very severe headache that feels
as though his skull is being crushed. It is as though
sonmeone nmade a nold of his whole head, made it about a
quarter of an inch too small and then forced his head
into it anyway. His high dose of opioid pain
medi cations controls that headache very well. But
wi thout it he woul d be bed-bound once again. And he
says it's just unbelievable how severe this crushing
headache pain is.

We attended European FDD (ph) for fibronyal gia

in 2014 and he stood up and told you at that tinme that
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since he went on high dose opioids in 2010 he has had
the best quality of life of his entire adult life. So
far we have continued to be able to obtain nmedication
he needs. But over the |ast year there have been many
points in time when we were not sure that would be the
case.

And if his pain nedication goes away and i s no
| onger available his quality of life is finished. It's
very inportant. We need to deal with this opioid
supposed crisis that is really a crisis of fentanyl and
heroin. M husband has seen the sanme doctor as Any and
Gary and Lynn and Joe and many ot her people in this
room and wi t hout that doctor |I'm not sure ny husband
wll even still be here. Thank you so nuch for having
this neeting.

MS. CHALASANI: Thank you, Kristen. Thank you
for sharing. |If folks are okay with going a little bit
into lunch, maybe 5 to 10 m nutes, we can take a few

nore comrents on this topic. Does that sound okay to

folks? Cutting short a little -- cutting lunch a
little short. Okay. We have several fol ks here.
Ckay.
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MS. ROBERT: Hello. | am Shiny Robert and |
appreciate all of you all com ng and for our patient
panel speaking. | have hypernobile EDS and I amw th
t he Ehl ers-Danl os Society. So thank you for all of us
EDS-ers (ph) who nade it to this nmeeting because | know
that is a channel. |If you are on our nessage board you
know ne better as Slap a Smle On, no matter what your
condition is that's another one of our tricks that we
do so that people don't know how nuch pain that we are
in.

I n addressing your question about being able
to predict when we're going to be in pain or what
triggers. Ehlers-Danlos Syndronme are one -- are
somewhat unique in the nmedical world in that they cause
both chronic pain and acute pain. And so we know t hat
we're going to be in pain on any day or night that
we're living. However, certain activities will cause
acute injuries or acute pain. W can't always predict
that. | mght be able to give ny son a high five one
day and be fine. | may, another day, give ny daughter
a hug and have ny rib go out of place. | my wake up

one day all put together and | may wake up anot her day

www.Capital ReportingCompany.com
202-857-3376




10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 96
and nmy hip joint is out, it's dislocated. And ny
husband needs to help nme put it in before he goes to
work. And so sone things we can predict sone things we
can't.

Sonme things are consistent triggers. Sone
things we can do fine on one day like reaching for a
gl ass and ot her days the shoul der dislocates. And yet,
we wake up each day and we try the best that we can
usi ng as many pai n managenent tools as we have
avail able to us.

MS. CHALASANI : Thank you. Thank you so much
for sharing that, thank you. W wll take one nore
comrent from here.

AUDI ENCE MEMBER: | al so have Ehl ers-Danl os
and a Chiari mal formation.

MS. CHALASANI : Sorry just hold that a little
bit closer.

AUDI ENCE MEMBER: Sorry. | think one thing
that's really upsetting is what Any said trying to be a
mom |'ve al ways been a disabled nom M sons only
know me as a disabled nom | passed this on to my son.

He al so deals with chronic pain. He has a Chiar
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mal formati on. And what are we sending -- what nessage
are we sending to our children when we are fighting for
pain control and can't get it. Qur doctors are | ooking
at us saying, "I don't want to risk going to jail, so I
want to reduce your dose." \What does that say to ny
son? What hope does he have? And there are many
Ehl ers-Danl os children. And | just --

MS. CHALASANI: Thank you. Thank you so nuch
for sharing that. Thank you. And we have one nore
comment from back here in the m ddle.

AUDI ENCE MEMBER: Thank you. |'mrepresenting
friends and famly who have been dealing with pain who
can't cone because of their pain. And when you ask
about a good day | know people who a good day neans
they leave a roomin their house that they live in
because they can't go anywhere el se because they're in
so nmuch pain and they're not being treated for it.
They' ve been convinced there's nothing out there.

We've heard from people in New York City who can't get
treat nent.

People in rural areas are desperate. They

have no one. And when they're told there's no one they
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can't go anywhere when it's 4 and 5 or even 2 hours
because they can't make the car trip. So they suffer
in a single roomal one fromevery one. And when you
ask the question of how many years people are in pain.
| magi ne that for 3 years, 5 years, 10 years, 15 or nore
years.

When a good day neans you go from one roomin
your house to another and naybe you can talk with
friends or famly, maybe not. It's really inportant to
understand those of us here are here either as
advocat es or people who are already nedicated and are
benefiting fromthat at the nmonent.

But those who have nedicine are terrified.
It's going to be taken away at the next pharmacy visit,
at the next doctor's visit, at any possible nonent.

That they go to their doctor's office and it's
shuttered. So there's that panic that's there. And

t he peopl e who have pain and aren't treated, you can't
get treated for anxiety if you have anxiety due to your
pain condition or due to just being terrified at the
climate that chronic pain patients are in right now.

And it's just really inportant for people to understand
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that and glad for you to listen, but what is the
actionabl e event that's going to cone out of this that
wll help pain patients because we need nore than

| i stening, we need action, we need it now with people
dyi ng, people terrified and people being tortured by
their life. Thank you.

MS. CHALASANI: Thank you. Thank you for
sharing that. And you used the phrase clinmte and |
think we're going to use nost of the tinme this
afternoon to really learn fromyou a little bit nore
about your experiences or a |ot nore about your
experiences in the current climte to use your phrase
and really probe a little bit into the nuances. W
heard of things such as pain contracts, the scheduling
burden and many other really inportant issues that we
do want to hear about. | do want to take a | ook at ny
FDA panel and see if they have any nore questions for
this norning aspect, we do have one. Any, go ahead.

M5. TAYLOR: Hello, I'm Any Tayl or and as |
said at the beginning, I"'mwth the division of
Pedi atric and Maternal Health. And | realize that the

guestion where it was asked whet her you or your famly
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menber is under 18, that was zero in the room but |
woul d suspect there are sone people on the web and |
have heard that there are sonme people who have had
their pain fromthe tinme as a child up into adul thood.
So we would be interested in hearing about the sane
guestions, but fromthe perspective of children under
18. So either into the docket or if you have sone
comments here, both on topic one and topic two, so that
we have a better understanding as we're devel opi ng
treatments for pediatric patients.

MS. CHALASANI: Thank you, Anmy. Are there are
a couple of folks really quickly that could speak to
the pediatric perspective, but I'Il really ask that you
el aborate about this experience in the public docket
because | know -- okay, yes. Let's definitely.

AUDI ENCE MEMBER: |'m actually 25 now, but
|"ve had sickle cell nmy whole life and just as a kid
being able to play with your sibling or your other
friends in the nei ghborhood such as playing in the
snow, can't do it. Just being able to live, period.

As a child it's hard to deal with not being able to

fully explain your condition to your friends to make
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t hem understand that it's not that | don't want to do
it, but the result of doing it as ny nom said, |aying
in the bed and having to take norphine five doses
before out of the plane, | can't even tell my nmom
everything that's going on. Then going hone after and
t he next two or three days on pain neds. And basically
just lying in ny bed, sleep and then as an adult you
have your cycle and that increases the pain because
you're | osing blood and the nore bl ood you | ose, of
course a crisis cones. So now birth control and using
birth control of course gaining weight with that and
being able to figure out a diet around it is a
chal | enge.

MS. CHALASANI: Thank you. Thank you so nuch
for sharing your experiences with us.

AUDI ENCE MEMBER: Meghana, may be one nore

perspective on the pediatric perspective perhaps. |If
we could do just one nore and then we will really have
to break for lunch so that -- okay. Okay.

AUDI ENCE MEMBER: |'m 43 years ol d today.

AUDI ENCE MEMBER: Happy birthday.

AUDI ENCE MEMBER: Happy birthday.
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AUDI ENCE MEMBER: Thank you. And |I've been in
chronic pain for nmy entire life. So |I've never known a
day wi thout pain nyself. But your question didn't ask
for nmore than one perspective. | also have a daughter
who has chronic pain, she is 6 years old now, so | also
represent her. And she has a |lot of challenges with
her friendships and her life. She is on the swmteam
but she m sses days every week for doing that and her
coaches don't understand and it's hard to explain to
them and there aren't any treatnents for her. | can't
gi ve her opioids and no doctor would ever do that, |
can't give her any nedications really because she's 6
years old and there aren't any nedications for her.
There aren't physical therapists who really know what
to do for her. There's nothing to do to treat her pain
at all. There're no treatments for her. There're no
doctors that have anything, any idea what to do for
her. So I've a daughter that is very sick and there's
nothing to do for her, she is in pain all the time and
that's her life.

MS. CHALASANI : Thank you for sharing that.

Fol ks on the web, just really quickly, are we hearing
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anyt hing regardi ng the pediatric perspective perhaps or
the young adult, adol escent perspective?

M5. WOODWARD: Hell o Meghana. Yes, we
definitely are, we're encouraging all of themto submt
their coments to the docket. For exanple, sone
i ndi vi dual s who may have chronic pancreatitis as
children, a variety of different conditions.

AUDI ENCE MEMBER: Ckay. Thank you. Leila.

MS. CHALASANI: Sure, and | think, sorry,

there is one cooment and then we'll wap. Thank you.
MS. FARRELL: Hi. I'Il try to be fast. MW
name is Marianne Farrell (ph). |I'mhere for nyself,

suffering chronic pain after 34 years fromtwo car
accidents. |'m here representing nmy support group,
Chroni ¢ Pain Support G oup, for the American Chronic
Pai n Association which | ask all of the people in the
panel up here, go online and find the American Chronic
Pai n Association. We are trying to help people |ike
all of us here with pain. M life has been turned
upsi de down by chronic pain. 1've been in a
Psychiatric Unit of a hospital for two weeks because of

sui ci dal thoughts because of ny pain. | had to give up
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my profession which was a nusic teacher. So it effects
not just nme, the people in ny support group, it effects
my famlies, ny children, | hear all of you, | feel for
you, | may be one of the ol der people here. It's been a
lifelong struggle. Nobody ever heard of fibronyalgia
when | was found and diagnosed with it. So | want to
t hank you for having this neeting, thank you for
listening to me and | appreciate everybody coni ng.

MS. CHALASANI: Thank you, ma'am  Thank you.
It's 12:10, so I'll just do another quick | ook at ny

FDA col | eagues for foll owup questions and if not |

think we will go ahead and take a full hour break, one
hour lunch break and we'll try to make up the tine in
the afternoon. | do want to put another rem nder up

for the public docket, please expand on what we've
di scussed so far already today, give us nore details,
your experiences that you shared al ready have provi ded
us already such rich detail, but please el aborate on
t he docket and encourage others from your support
groups, for exanple, to submt comments as well.

| also do want to just touch upon one thing,

topics that we're tal king about today are sensitive and
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one of the topics that we heard about and may talk
about this afternoon is self-harmor suicide ideation.
We want to remind you to seek any help if you need it.
We've the information for the national suicide
prevention hotline on our slide, which will come up
shortly and so we just wanted to put that out there.

Wth that we'll take a break for lunch and,

yes, feel free to put the clickers on the chairs and so

forth and we'll just make sure everyone has a clicker
again in the afternoon. Thank you all. If you
preordered |unch, you'll just be able to exchange your

ticket for your bag lunch outside. There's indoor
seating and outdoor seating for lunch and you're
wel come to bring your food into the roomas well if
you'd like. And if you have any questions, please feel
free to find nyself, Sarah or Puchita.
LUNCH
AFTERNOON WEL COME
MS. CHALASANI: If | could ask that all of you

pl ease take your seats. Thank you. Thank you. So
we' Il now be kicking off our topic two discussion and

simlar to how we had our topic one, we'll be kicking
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it off with comments from a panel of individuals living
with chronic pain and then we'll go back into that
| arge facilitated di al ogue format and then ask for
folks in the audience and on the web to add to the
guestions that we're asking. Topic two, we'll really
focus on managenent approaches to chronic pain.

So we'll be asking all of you to share what
you're currently doing to hel p manage your pain, how
wel |l your chronic pain is managed, what are sone of the
nost significant downsides to your current treatnents
and how those downsi des may affect your daily life and
then we'll be spending a significant anount of tinme
hearing fromall of you about the chall enges or
barriers to accessing or using nedical treatnents for
chronic pain that you' ve encountered or you wll
encount er and we spoke to sone of this already in the
nmorning and so we're going to ask that you share sone
nore experiences. And we'll wrap up with the specific
things that you nmay | ook for in an ideal treatnment for
your chronic pain.

| do want to make a coupl e of housekeeping

announcenents before we get started. One is we have a
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somewhat of a fix for our technical issue that we were
having. We were able to get an in room projector. The
pro is this should work and be consistent, the con is
we won't be able to see it on the side screens or for
our panelists up here, you won't be able to see it on
the tel evisions, but this should work.

The second announcenent that I'd |ike to make
is, we're aware that sone panphlets and information may
have been provided outside. | do want to |let you know
that we do ask that it does not happen, patient focused
drug devel opnent neetings and FDA public neetings and
that information is not FDA sponsored or FDA endorsed.
Wth that I would like to ask our topic two panelists
to speak about their perspectives and first we have
Li ndsay.

TOPI C 2 PANEL:
PATI ENTS' PERSPECTI VES ON TREATMENTS FOR CHRONI C PAI N

MS. LINDSAY: No pressure, right, after |unch,
it's great. As you said, my nane is Lindsay and | am
33 years old. And basically every day the back of ny
head feels like its burning. 1In 2012 | was involved in

a car accident and left with chronic head pain and a
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mld traumatic brain injury. Since that time |'ve gone
on to have two additional concussions. They al ways
forget to tell you that after you have one, it's very
easy to get nore. So a |lot of nmy treatnents are
wei ghing the side effects of medicines versus the
effects of having multiple brain injuries. | just feel
like in my journey as so many others here, when |
started, | kind of started on all the normal drugs they
do.

The anti convul sants, the depression

medi cations and those things and | found that they
either did not work or they left nme with such harsh
side effects |ike just feeling sedated, weight gain,
not being able to concentrate at all, that I had to
stop them In 2014 ny pain decided to increase and
there're a | ot of reasons behind that, but one of them
as just ny brain was under strain for a couple of years
with chronic pain. In 2015 | had a procedure called
radi of requency abl ation and was |left with |ife changing
conplications fromthat. So |I don't want to debunk the
myth that these things are not w thout risk and side

ef fects because everything that we try to do in chronic
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pain, we are managi ng those two together.

| also want to nention that it is not one size
fits all. Yes. As a young woman who is athletic, | do
not process nedications the same way as sonmeone el se
does. If | get four hours of relief, I'mextrenely
excited. | do not ever get six hours of relief. So
for me, the reason why I'mkind of able to sit here
today and talk to you is through ketam ne.

| have ketam ne infusions every ei ght weeks at
my pain specialist and | spend two days four hours each
i nfusi on having ketam ne. The idea behind it is that
the ketam ne resets the NVDA receptors in your brain.
For nme | decided to do this after that procedure had
gone wong. | had tried facet injections, | had tried
trigger point injections, | had tried increased opioids
and none of it really worked. | like faced this really
daunting reality that | either had to figure sonething
out like ketamne and literally throw a Hail Mary or
was going to be spending my life on ny nother's couch.

| decided to try ketamne and for ne it is
what ki nd of keeps me going each and every day. |'m at

a clinic where they've been doing it for probably 10
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years and | know that there're also a | ot of chronic
pain patients who are al so doing this throughout the
country as well. Let nme see what else |'ve got here.

| have al so been kind of affected by kind of
the stigma that's kind of going on right now in chronic
pain. | can tell you that after the procedure went
wrong, there's a |ot of blam ng and there wasn't anyone
sitting there and saying, how can we help her, how can
we make her get better. Another thing we've got to
really tal k about is what chronic pain does over tine
and the fact that sonething that can be kind of mld
for sonebody el se can have nont hs and nont hs of inpact
on each and every one of us.

Last year, | live in Atlanta, and I was in
Atlanta traffic and sonebody just plowed into me, back
of my car. And so ny pain went up, obviously | got
anot her concussion and in those nonents nmy pain
physician at the tinme decided that he wanted ne to go
back on high dose norphine for weeks and | said, no,
pl ease say |I'm not against opioids at all, | do take
one every day and it starts with an Nand it's very

hel pful for managi ng the day to day chronic pain. But
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for m it really was that norphine affected ny judgnent
and it mde nme feel nunb. | was really surprised to
find out that when | decided to push back instead of
then dealing with the situation, | was di scharged.

| want to say that for me, it was actually a
really good thing because | now have a fantastic pain
specialist who | think cares and is trying a | ot of
just different things and ny quality of |ife has gone
up significantly. One of the things that | kind of
stand out about is that I'mable to hold down a ful
time job as a marketing manager and | realize that that
is not the reality of nost people here. | don't even
want to think about what nmy |ife would be Iike w thout
havi ng ketam ne infusions. Also because | do have the
full tinme job, | have the prem um health insurance.

So | can afford a | ot of the drugs or have
access to a lot of the drugs that many of you do not
have access to. | can also afford things like
acupuncture, chiropractor, physical therapy,
occupational therapy, speech therapy, you nane it and
those are things that are off limts for a | ot of

people. | think that if the FDA, you're going to walk
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away fromthis and ne and |i ke, what can we do short
termand long term | think short termone thing that
you can really do is to look at the drugs that are
al ready out and see if they could have a use again
i nstead of having to spend mllions and billions of
dol l ars creating new drugs, |ooking at things |ike
ket am ne that have been around for so |ong, but maybe
Bi g Pharma doesn't want to do clinical trials on them
because it's a generic drug and they can't make up the
noney that they spent on the type of exploration.

Sonmething else | would say is that | really
like to see the governnent agencies to talk to one
another. | think that there's a | ack of communi cation
that has definitely inpacted ne as well and to stop and
say, if this was ny daughter, if this was ny spouse, if
this was nmy child, maybe it is worth extendi ng and
wor ki ng toget her as agencies to cone together to have
an overall good thing. And then just noving forward
with a ot of these things, to take into effect the
fact that a lot of the drugs that are put out have such
harsh side effects that you can't function

And so there needs to be nore of a discourse
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and nore research done on nedi cations and drugs that do
not affect people in that way and allow themto work
and allow themto do things like I did |ast week which
is to run the Peachtree Road Race which is 6.2 mles
and then go a few days later to go surprise my sister
on her 30th birthday. Those are things for nme that
were not a reality even three days ago, three years
ago, sorry.

MS. CHALASANI: Thank you, Lindsay. Thank
you. Next we have Lou.

MR. MAZAWEY: Yeah, thanks Meghana and t hanks
Li ndsay. Thanks everyone. Oh, sorry. Yeah, thanks
everyone here for all the stories and you know, makes
you -- | always say to ny senior people | have chronic
pain, 15 years, so it's like -- you know, over alnpost a
quarter of ny life. And it's definitely a chall enge,
you know, |I'm always in sonme pain, and |'mgoing to
tal k about how the nedi cati on hel ps ne, you know,
manage the pain and I'mfortunate like Lindsay to have
a full-tinme job, but it is -- it's a real -- hearing
the stories, | always say that it has always -- folks

that you have to admire for what they deal with and so
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many of them are here today and |I'm sure online as
well, and so | appreciate everything you all do and are
goi ng through. So peripheral neuropathy is a kind of
an odd -- it's a neurological condition, there are 100-
pl us causes of it.

M ne is autoi mune which is |ike 7 out of
100, 000 and usually when it's autoi nmune, the synptons
are worse, the pain is worse, the wal king, disability,
t he bal ance, all those things. So | have all those.
And it's -- so in ny case it's a protein in the bl ood.
You know, there are hundreds of those and this one is
bei ng over produced and destroying the nyelin that
surrounds the nerves in the peripheral nervous system
So ny feet especially and hands a little bit, only a
little fortunately. So when it started, you know, |
was a bit of a jogger, | was never great actually, but
| would go out and run a couple of mles. And so one
day | started running, we were on vacation, and then
Tuckett (ph) and all of a sudden I fell, and all of a
sudden | realized | wouldn't be able to jog anynore
wi t hout falling.

So fortunately |I got a diagnosis very quickly,
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you know, having the right neurol ogist or whoever the
medi cal specialty is, me, it makes all the difference
in the world. And so | was diagnosed at an early point
with this anti-MAG neuropathy. And initially the pain
was nodest, and it was mainly later in the day, but
within about 6 nonths, it was constant. And stil
better in the first half of the day. You know, the
norning is definitely nore nanageable, and then as the
day goes on, it's, you know, nuch nore painful. M
drug treatnent has al ways focused on an anticonvul sant
called -- initially it was called Neurontin, and then
when | went off patent or generic, it has become known
as gabapentin is the nane, and it's actually one of the
top 10 nost prescribed nedications.

It's very common for folks with peripheral
neuropathy and |'ve always had fortunately good nedi cal
coverage like Lindsay at ny job and so | was able -- |
noti ced sonetines they would put the dollar val ue of
the prescription and | know that the Neurontin was |ike
seven tinmes nore expensive than gabapentin. So
initially I'"ve had to increase the dosage over these

years, so initially I was taking like 600 mlligranms a
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day and now to get through I'mtaking 1,500 mlligramnms
a day. You know, and | try very hard to nanage with
t hat and not increase it although |I know some PN
patients take as nmuch as 3,300 mlligranms a day.

And |'ve had very few side effects fromny
drug which is always obviously an issue, but so many
people say it nmakes themdizzy, it nakes them sl eepy.
| did put on a few pounds, | blamed that on the, you
know, but it may or may not be that, but -- and it's
had no effect on nmy appetite or fortunately ny ability
to sleep which is another big issue for a | ot of folks
wi t h neuropat hy.

| do know, you know, in terns of the
managenent that if | mss a dose, like | get busy at
work and I kind of -- | keep the pills -- they're
al ways right there, but even then you sonetinmes forget
to take your dose every 4 hours. And within an hour or
two, I wll all of a sudden feel nuch nore pain than
did before and obviously you kind of hit yourself on
t hat, you know, how could | forget that. But -- and
|"ve tried other treatnments, | tried acupuncture, that

didn't really do anything. O her folks have different
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experience | guess. | exercise regularly because it
hel ps mai ntain, you know, the nmuscles that you stil
need to use to get around and | get regul ar nassage
which feels great, and it hel ps, you know, nanage |
t hi nk, you know, relaxes your nuscles, and you feel
nore -- less tense generally.

So how has it affected ny life? Well, day to
day, | nmean | go to the work in the norning nost days.
It's great. As the day goes on, really by 3:00, 4:00
o' clock, I really get -- start to feel fatigued and
even if | remenbered ny nedicine, you know, it's stil
nore painful and by the time the evening rolls around,
it's, you know, considerably nore painful. And so, you
know, what | do is |I plan everything I do around aml
going to be able to stand or walk to the -- where the
activity is; is there parking? So many things, you
know, | need to think about than nost fol ks that don't
have condition like this don't need to think about and
that's, you know, that's just the way it is. And stil
the pain is always there to sone degree.

And you know, in ny nearly 15 years with

neuropathy, there really haven't conme any new
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treatnments. There are sonme new nedications, you know,
LYRICA, things like that that are being touted for ny -
- for neuropathy, but my neurol ogist who's one of the
gurus up at Johns Hopkins, which is another advantage
of living near a place |ike that, says, you know, if
this is the gabapentin that's working, it's mlder,
just stick with that and don't rock the boat is his
advi ce.

So | welconme the FDA's efforts to evaluate and
approve better treatnent options for PN patients. |If
you want to |earn nore about PM (ph) -- PN, tonorrow s
post, | mean a support group in D.C. and two of our
menmbers Lin (ph) and Robert Mogley (ph), are having an
article published in tonmorrow s health section which is
the first, we' ve been pushing on this for years, and we
-- in the support group until finally they are getting
it published. So I think you mght -- interested in
reading their story. And in ny other hat, |I'mthe
presi dent of the Foundation for Peripheral Neuropathy,
which is a small nonprofit dedicated to peripheral
neuropathy. We have a small staff in Chicago and the

great website and for information about neuropathy, how
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to help yoursel f, medication, support groups, doctors
and the like. So if you know anyone that has
peri pheral neuropathy, | recomrend that to you. And
thanks all for listening and being here today.

(Appl ause)

MS. CHALASANI :  Thank you, Lou. Thank you.

AUDI ENCE MEMBER: Yeah. Thanks.

MS. CHALASANI : Next we have Rose.

MS. BIGGAM Hello, I'm Rose Biggam (ph) and
|"m here fromthe Seattle area where | worked at
M crosoft for a little over 23 years before becon ng
di sabl ed due to chronic pain. Full disclosure, I'ma
menber of the Alliance for the Treatnent of Intractable
Pain which is a advocacy group that has no noney of any
ki nd, accept no donations. W are self-funded and
t herefore broke always. And | am brought to you today
by the wonders of Predni sone, so that's how | managed
to get here from Seattle. Prior to nmy disability,
had sonething |ike seven mmj or surgeries over many
years, and each tine | was prescribed opioid
medi cations for post-op pain relief, and they worked.

| recovered, | stopped taking the pain neds when ny
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pai n decreased, just like 99 percent of people
routinely do.

(Appl ause)

MS. BIGGAM I n 2006 | suddenly experienced
crippling | ow back pain which failed to respond to
treatment of any kind, and eventually |led to diagnosis
of Ankyl osi ng spondylitis, fibronyalgia and Crohn's
di sease. Up until then, | had been pretty athletic.
was a coll ege scholarship athlete. 1 |like 10:00 this
nmorning did triathlons, did kickboxing, lifted weights,
whitewater rafting, hiking, canping. 1In Seattle we do
everything outdoors. And little by little, | had to
give all that up because it was the only thing | could
do to haul nyself to work every day, and |I actually
didn't even realize that until my pain doctor asked nme
if my life had becone [imted to the four walls in
which | |ived, and | broke down crying because | had
not realized how much 1'd given up or had been stol en
from nme because of pain. | began | ong-term opioid
t herapy back around 2006-2007 which allowed ne to keep
wor ki ng at ny very high-pressure career that | |oved

for another 7 years. And | remain on opioids to this
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day.

In 2013 the severity of nmy synptonms led nme to
be declared fully disabled by Social Security
adm nistration and | agreed. 1In addition to constant
severe pain, | routinely experience flares of worse
pain and inflanmation in all of ny mpjor joints
dependi ng on the day, as well as extrene fatigue |ike
when your body is constantly battling inflanmation,
it's exhausting. And that |leads to sonme cognitive
deficits, nmenory, attention, focus, |losing words. And
it's severely lifestyle-limting. | take prescription
NSAI Ds, nuscle relaxants, incredibly expensive biologic
i njectables to suppress ny i mune system and | ong-term
opioids. I've tried and failed SSRIs, SNRIs, other

NSAI Ds, other biologics, and to be clear | am not

depressed. |'min pain.
(Appl ause)
MS. BIGGAM  Thank you. |'ve stopped dozens

of medi cations due to insurnmountable side effects |ike
raci ng heart rate, sudden horrific sweats and fl ushi ng,
bl ood pressure spi kes, skin rashes, open wounds, neds

t hat just knocked me unconscious, including while
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driving to work in which | caused a car accident when |
was still driving to work. And | stopped a bunch of
t hem because they just didn't work. |1've tried the
following intervention and nodalities; cortisone
injections in ny hip, feet, back and neck. Don't
recommend that ever. Radiofrequency ablation, ny
facet, joint nerve endings in ny spine. Luckily ny
test was an epic fail, so they never actually did it
for which | amgrateful. Physical therapy,
acupuncture, massage therapy, | still see an osteopath,
aquatic physical therapy, yoga. | use a TENS unit and
ice at hone, and | have innunerabl e adaptive devices.
| could afford all of those things because | was stil
wor ki ng and |i ke you had excellent health insurance.

And because | live in a netropolitan area,
t hose services were available to ne. But people in
rural areas and with | ower inconmes don't have those
[ uxuries. And now that |'m disabled, nost of those are
beyond ny reach too. On ny best days and with nmeds, ny
pain | evels hover at around a 7 usually on a scale of 1
to 10. On bad days, | can barely nove. M condition

is progressive, there's no cure, it's only going to get
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worse. My biggest nightmare used to be that 1'd be in
a car accident or suffer some sort of injury and a
paramedi c would strap ne in a backboard and shatter ny
spine. That was nmy worst nightmare. Now | wear a
medic I D bracelet with all kinds of information on it.
My new worst nightmare is being admtted to the
hospital, being in agony and being denied pain relief.

(Appl ause)

MS. BIGGAM  Which is happening all over this
country today.

(Appl ause)

MS. BIGGAM Despite all that nodern nmedicine
has to offer, ny pain is not well-mnaged. | should
probably be on a higher dose of pain nedication than I
am now, but | can't be because | |ive in Washington
State which led the country with the first opioid
prescribing | egislation back in 2009. The atnosphere
in Washington State is such that nost doctors won't
prescri be pain nedication to anyone. |If you can find a
pai n specialist, you m ght be okay, but no primary care
and no specialist will prescribe. It's so bad that

Human Ri ghts Watch in New York has |led an investigation
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into the i nhumane treatnent of chronic pain patients in
this country with a special focus on Washington State
because it's that bad. It's nmedical torture.

"' m here representing the 250,000 people in ny
state and the roughly 10.5 mllion people in Anerica
who suffer fromincurable chronic pain severe enough to
need nedi cation. The 2016 CDC mandat es, which is what
t hey qui ckly becane for our veterans and nobst of the
states, have done irreparable harmto the mllions of
people in incurable pain.

(Appl ause)

M5. BIGGAM | am here to ask the FDA what can
you do to fix this. Less than 1 percent of people ever
devel op an opioid addiction from prescriptions, and the
first opioid people nmsuse today is heroin, not
prescriptions, yet the 99 percent of us who have never
m sused the nedication ever are forced to suffer and
are treated like crimnals by our providers and the
heal t hcare system

( Appl ause)

M5. BIGGAM We are now, | think all of us,

forced to choose between getting your pain managed if
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you're lucky, and anything el se which m ght bother you
i ke anxi ety or depression because God hel p you, you
can't take opioids ever and you certainly can't take
themw th a benzo even though they have been prescribed
jointly for decades.

(Appl ause)

MS. Bl GGAM  When you want to tal k about
barriers to care, the biggest barrier to pain care is a
| ack of providers who are brave enough to prescribe.

AUDI ENCE MEMBER:  Yes.

(Appl ause)

M5. BIGGAM There are some other factors |ike
CMS telling insurance conpanies it's okay to routinely
deny pain prescriptions unless you get prior
aut hori zati on even though you' ve been getting those
pai n medi cations for decades. | was denied nyself in
January by ny Medi care insurer even though |I have been
on pain neds for ever with no change in dose. FDA we
are begging you, correct the CDC s egregi ous m st akes
and tell the country the truth about prescription
opi oids. They are safe and effective for 99 percent of

us even for long-termuse. Thank you.
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(Appl ause)

MS. CHALASANI : Thank you, Rose. Next we have

Hilary.

HI LARY: | kind of feel like you said
everything. |'mjust going to go through what |'ve got
here. H, I'"'mHlary. | ama support group | eader,

events coordi nator and nenber of the board of the
Ri chnmond Fi bronyal gi a and Chronic Pain Associ ati on.
|'"'malso on the HF (ph) mailing list, so |I've been
keeping up with things that way. M pain scale, a 1 on
my pain scale is like ny best day ever. A 1 would be
like if you haven't ever worked out and you go to the
gymand you lift weights, nuch wei ght everywhere, with
every part of your body possible. The next day when
you realize how bad you' ve kicked your rear, that's ny
best day ever. |'ve been in chronic pain so nuch |
really don't know what it feels |like to not be in pain.

(Appl ause)

HI LARY: Unfortunately it seens |I'm not al one.
An 8 on ny scale would be when the nerve pain is so bad
it feels like all of my skin has been renoved and ny

joints have been packed with a conbi nati on of gl ass
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shards and gravel. | have Lupus, fibronyalgia,
narcol epsy, bursitis, arthritis and I could go on, but
you'll be bored, so. So I guess on ny scale, a 9,
which |'ve never experienced, would be childbirth, and
then a 10 woul d probably be like if your arm got ripped
off and you pass out, so, yeah. Haven't been there.
So | take opioid nedication every day so that | can get
confortabl e enough so that | can actually go to sleep
and | have narcol epsy. So, yeah, that's fun. | get
dry needling done as part of ny physical therapy, and
that helps for a day or two. | do get cortisone shots
into nmy trigger points and ny back as well as into ny
joints. 1've had ny shoul ders, el bows, knees, and hips
done as well as into the nuscles in ny back.

| practice yoga and | stretch several tines
daily. | go to the gyma couple of times a week and
that hurts. It hurts to exercise, but |I know | need to
doit. And | think |I have Lyrica to thank for gaining
100 pounds. But, yeah, it was -- actually, | doubled
my weight. | went from 104 to 208 within a year.

| use ice packs and heating pads, including a

mattress pad. That's like -- it's a heated mattress
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pad and it's dual zone, so | don't have to roast ny

husband. So that's a -- | recommend that for anyone
married.

| just -- | do a lot of things that are not
necessarily taking pills. | do take a lot of pills. |
take a | ot of medication. | have a spreadsheet. But |
do things that aren't necessarily drugs to help -- to
try to help the pain. |1'mlooking at what | wote and
it's really just -- people said this stuff already.

MS. CHALASANI: Okay. Tell them your version.

Hl LARY:  Yeah.

MS. CHALASANI: So tell them about yours.

H LARY: M version? Well, before nedications
| would cry nyself to sleep every night and I would
really hope that | didn't wake up because | coul dn't
deal with another day in pain. Then | would cry when I
woke up because | knew | had another day to deal wth.

| think that chronic pain is a job in and of
itself. | don't know how anyone can possi bly work when
they feel like this. | can't see. On a good day, |
can volunteer at an animal shelter for a few hours. On

a bad day, | can't get out of bed. You know, | m ght
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be able to neet a friend for coffee if it's a good day.
The current regulations in Virginia at |east,
| have to go to ny doctor's office to get the piece of
paper for ny opioid prescription and then take that to
t he pharmaci st and then they fill the pain
prescription.

However, what happens when I'min a flare and
| can't drive because I'min so nmuch pain? How am |
supposed to do that? There aren't taxis where | I|ive.
| Iive on kind of |like the outskirts, you know. And ny
husband has to work, so he can't take me back and
forth. And if I'"'min bed and can't get out of bed and
run out of pain nmedications -- there's just a serious
gap there.

AUDI ENCE MEMBER: And do you have to go every

nont h?
HI LARY: Yeah, every nonth. Yeah.
AUDI ENCE MEMBER: You have to go every nonth?
HI LARY: Yes. Yeah. About 15 years ago |
made the m stake of -- | actually had just gotten ny

pain meds for the nonth and they were on the counter

and | knocked them over into the toilet and the cap was
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off. So I did get the bottle out and | just -- |
couldn't deal with actually renmoving the pills fromthe
toilet. It was just not going to happen.

So | called ny doctor's office half crying and
hal f | aughi ng at myself and explained to them what |
had done. And they said, "Oh, it's no big deal. W]
call the pharmacist and we'll figure out what we can
do." And ny insurance wouldn't cover it, but it was a
generic, so | just paid full price for it.

Okay. Well, that's pretty cool, right? What
woul d happen if that happened today?

AUDI ENCE MEMBER:  Yeah

HI LARY: Soneone said it. | heard it. Yeah.

AUDI ENCE MEMBER: (i naudi bl e)

HI LARY: Yeah. Yeah, you --

AUDI ENCE MEMBER: (i naudi bl e)

AUDI ENCE MEMBER: You woul dn't get it.

HI LARY: Yeah, you wouldn't get it. You would
just have to suffer through.

AUDI ENCE MEMBER: Suffer.

AUDI ENCE MEMBER: That's right.

HI LARY: Suffer, yeah, that's what all of us
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do in one way, shape or form

MS. CHALASANI : Thank you, Hilary. Thank you
so nuch.

AUDI ENCE MEMBER: (i naudi bl e) .

(Appl ause)

MS. BIGGAM If | can clarify for Hilary.
Because that would mark you as drug seeki ng because you
| ost your prescription, |like addicts tend to say. You
woul d be refused. You d be red flagged as a addict.
And they would not give you sonething to tapper down.
You woul d face i medi ate wi thdrawal, which would
possi bly send you into seizures and threaten your life.

HI LARY: Yeah.

MS. BIGGAM  And that's what woul d happen in
any state in the country --

AUDI ENCE MEMBER: Absol utely.

MS. BIGGAM -- full stop. So --

(Appl ause)

MS. Bl GGAM  Thank you.

H LARY: Thank you.

MS. CHALASANI : A round of applause for all of

our Topic 2 panelists please. Another round of
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appl ause.

(Appl ause)

MS. CHALASANI : Ckay. So we have a few
pol ling questions, three polling questions for this
topics, and | want to give you an overvi ew of what
those topic questions will be just so you know what to
expect .

The first one, we will ask you to identify the
range of nedications or devices or interventional
procedures you may have and experienced whil e managi ng
your chronic pain. The second one will ask for you to
identify alternative or conplenmentary therapies you may
have tried or that you are using. And the third
gquestion -- yes, you may select all that apply for al
these -- for these questions. And the third one wll
be asking for the downsides for your nedication. So
that's kind of the agenda for the afternoon.

Before we go into that, though, one of our FDA
panelists did have a followup question on sonething
that we tal ked about in the norning. So if | could
just ask you to please be patient before we junp into

Topic 2. 1'll turn to Elektra, if you would like to
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fol | ow up.

MS. PAPADOPOULOS: Yes. We heard severa
people nention fatigue and |I just wanted to probe a
little bit on that and see by a show of hands how many
peopl e have fatigue and just how inpactful is it.

Ckay. For those of you on the web, nost of
t he hands went up, if not all. And nmaybe we'll take a
comment or two fromfol ks to speak about the fatigue.
Sarah, if you wouldn't m nd?

AUDI ENCE MEMBER: | live in chronic pain.
have fatigue all the time. Fighting chronic pain is
tiresonme. It wi pes you out. Meds can help, but you're
still tried fromthe neds. |It's chronic.

MS. CHALASANI: Maybe one or two nore

coment s.

AUDI ENCE MEMBER: | wanted to say as far as
fatigue goes, | can speak fromny experience. |'ve got
rheumatoid. |'ve got a whole handful. |'m not going
to gointo it. But what | can say is the fatigue at

tinmes is as burdensone or even nore than the pain.
When you put those two things together --

(Appl ause)

www.Capital ReportingCompany.com
202-857-3376




10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 134
AUDI ENCE MEMBER: -- it can be unconsci onabl e.
But on the flip side of that what | will also say is

for sonmeone |ike nyself who is on opioid nmedication, I
can tell that when | was properly nedicated, utilizing
opi oids as well as other nedications, | found that in
fact sone of those side effects you would expect |ike
fatigue, fog and stuff like that, | did not experience.

In fact | was actually nore engaged. | was
able to actually function nore.

(Appl ause)

AUDI ENCE MEMBER: And | think nost
inportantly, | was able to do activities of daily
living that | think anybody would want to have in their
life be able to acconplish. So fatigue, | think it's
i ke a doubl e-sided, you know, sword. | nean, sone
days | don't know which is worse, the fatigue or the
pain. And sonetines it's both. Sonetines it's one or
t he ot her.

MS. CHALASANI : Okay. Any followup
questions, Elektra, or --

(Appl ause)

MS. PAPADOPOULOS: (off mc)
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MS. CHALASANI: Okay, okay. Could we have our
first poll -- and that's -- fatigue would be a really
i nportant aspect as you think about drafting your
docket comments and witing those. |[If you could
consi der thinking about fatigue and characterizing that
for us and the inpact that has on your daily life, that
woul d be very hel pful for us.

Ckay. There's a lot of text and there's only
one screen that's working, so |l will read it. Please
be patient with nme, because it's a bit small for ne as
wel | .

AUDI ENCE MEMBER: First, how nany of these can
we answer ?

MS. CHALASANI: You can check all that apply
for this option.

AUDI ENCE MEMBER: All right.

MS. CHALASANI: Yes. Unfortunately, you w ||l
have to click all of them There's no check all that
apply option up there. So have you ever used any of
the follow ng therapies to nanage your chronic pain.

So whether you're currently using themor in the past,

pl ease select all that apply: (a), transdermal or
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topi cal patches; (b), acetam nophen prescription,
NSAI Ds or over-the-counter products such as | buprofen;
(c), opioid nedication; (d), antidepressants; (e),
noni nvasi ve nmedi cal devices such as TENS; (f),
anti convul sants nedi cations; (g), inplantable nedical
devi ces and/or surgical procedures; (h), other
t herapi es, so drugs or nedical devices that are not
menti oned here; or (i), |'mnot using any therapies
such as drugs or nedi cal devices.

And 1'Il give folks a couple of mnutes to
respond. And we're collecting the sane information
fromthose of -- the participants fromthe webcast as
wel | .

MS. BIGGAM While they're collecting that,
can | just nmake a request of the afternoon and norning

panelists: if you would provide us with a copy of your

statenent, | would find that hel pful.
MS. CHALASANI: If you could submt that to
the public docket, that would be helpful. [If you have

any other questions, feel free to reach out to us and
we' Il help make sure that we have your statenents.

AUDI ENCE MEMBER: Okay. Could we go ahead and
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get these results displayed, G ahanf

MS. CHALASANI : Okay. A range of everything
except for the fact -- except for |I'm not using any
t herapy such as drugs or nedical devices. 93 percent
indicated b, but it's a range of all of them

Can | ask our webcast fol ks -- or webcast
noderators for what the --

MR, THOMPSON: Webcast had about 90 percent
with the -- |ike acetam nophen and opioid nmedications.
And all the rest were about 75 percent, expect for
i npl ant abl e devices, which is about 30.

MS. CHALASANI : COkay, okay. Thank you,
Graham Thank you. So I'd like to do now is probe a
little bit about what aspects of your chronic pain sone
of these classes address well and then what aspects of
your chronic pain they may not address well. Is that -
- does that sound good? Wiy don't we start with -- in
the interest of time I"'mgoing to lunp A and B
together, if that's okay, as buckets.

And so for folks that indicated, which is many
of you, transdermal or topical patches or the

acet am nophen prescription, NSAIDs or the over-the-
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counter products, what aspects of your chronic pain are
t hey managi ng well and what aspects are not being
managed well with those? W can start with Joe right
here.

LARGE- GROUP FACI LI TATED DI SCUSSI ON
TOPIC 2

AUDI ENCE MEMBER:  Yes. If | take NSAIDs, |
have ul cerative colitis and | start bleeding really
bad. In fact recently |I took sone |buprofen and, nan,
it was bad; | was in bad shape. So not everybody can
take them Like Jeff Sessions, you know --

(Appl ause)

MS. CHALASANI: Okay. Sarah? | think we have
a comment from here in the audi ence.

AUDI ENCE MEMBER: Hello. GCkay, thank you. So
| am a patient with Ehl ers-Danl os syndrone, as sone
ot her patients have been today.

MS. CHALASANI : Coul d you pl ease, sorry, hold
your mc up closer? | think --

AUDI ENCE MEMBER: Can you hear nme now?

MS. CHALASANI:  Yes.

AUDI ENCE MEMBER: Okay. | ama patient with
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Ehl er s- Danl os syndrome |i ke so nany other patients here
today. All day today |'ve actually been in pain
shockingly. Normally it varies fromtoday to today. |
actually wote an article called "The Ups and Downs of

Living with Unpredictable Pain," because it's
unpr edi ct abl e.

| try not to take nmedication to the extent
possi bl e because |1've had side effects from ot her
medi cations, which is actually what led ne to the
di agnosi s of Ehl ers-Danl os syndrone ironically. The
one nedication | finally decided to cave in to | ast
year was Naprosyn.

| was shocked to discover fromthe pharnaci st
to CVS that this is not something that | can take
constantly, that | should not actually have to have it
re-ordered nonthly. And yet that's what happened. |
actually got the phone call saying, "Do you want to,
you know, get nore Naprosyn?" Naprosyn is useless. |
rarely take nmedication. On the days I'min so much
pain, I will actually take it, but it does no good.

A tennis ball resting on ny shoul der while at

work, that actually is nore effective sonetines than
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Naprosyn itself.

Ri ght now | have no health insurance because
|'"'ma contract attorney. | work as a contractor, so |
have the flexibility. So I can go to physical therapy.
So | can see all the different specialists. And so
that I can change nmy work schedul e as needed t hroughout
t he day.

As a contractor | don't have health insurance.
So right now |I'm managi ng ny pain by taking my expired
Naprosyn. It expired in April. And yet that is the
only thing I can take, because if | were to go and get
nore Naprosyn or any other nedication, it will cost nme
hundreds of dollars. It's better for nme to just take
Naprosyn that's expired than for nme to try to get
anot her prescription. That's ny barrier right there.

MS. CHALASANI: Okay. Thank you so nuch for
sharing that. Thank you.

(Appl ause)

MS. CHALASANI: Okay. We'll take a couple of
comrents from over here.

AUDI ENCE MEMBER: So | too have Ehl ers-Danl os.

So with that, unpredictable dislocations happen
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sonetines daily. For me, |I'mon a handful of
medi cations, anti- inflammtories. |'mon Gabapentin.
l"'mno -- they've tried everything.

Before ny diagnosis, | had 15 knee
dislocations. In 14 years, | had 15 knee di sl ocati ons.
The only thing that they could say to do is physical
therapy, ride a bike. And | found Lidocai ne patches.
Those patches, they didn't so nuch help as they nmade nme
sort of distracted by the pain -- the warm ng sensation
of Menthol patches. It's like putting a Band-Aid on a
severed artery.

(Laught er)

AUDI ENCE MEMBER: Yeah

AUDI ENCE MEMBER: Sure it hel ps better than
not hing, but it may as well be nothing. The Naprosyn,
| take ridiculous ambunts of Naprosyn everyday tw ce a
day and | worry that -- the side effects are not worth
what it is giving ne. |It's giving ne a slightly better
range of notion. |It's giving nme the ability to grip
things that weigh nore than 5 pounds. But it doesn't
fix everything. It doesn't even cone close to dealing

with the inflammtion. And the inflammtion is just
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the tip of the iceberg.

When people |ike us have the problens we have,
we can't just live our lives. [|I'mnow facing a 3-nonth
recovery because | tried to now ny lawn to avoid
getting a fine fromny city. Halfway through |I can't
use my hand anynore.

MS. CHALASANI :  Thank you.

AUDI ENCE MEMBER: It's there's just not
enough.

MS. CHALASANI: Thank you for sharing that.
Thank you. We'll take one coment from perhaps this
side of the room Sarah?

AUDI ENCE MEMBER: This is about side effects
of medications that | have tried.

MS. CHALASANI: O just kind of what --

AUDI ENCE MEMBER: | get nervous. | have the
wor st social anxiety, so I'mlike "what?"

MS. CHALASANI :  Well, thank you so nmuch for
com ng here to share your comrents.

AUDI ENCE MEMBER: When you ask about the
medi cations that's been listed, |'ve been suffering

chronic pain 18 years and I'monly 46. 1've had the
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wor st side effects fromdrugs, FDA approved. Thank
you.

But there's not one thing on there except for
medi cal devices and the stimthings that they plant in
your spine -- fromLyrica, causing ne to obsess over
suicide. I'ma three tinme suicide survivor because of
t hese drugs that you guys approve. Thanks.

There are better nmedications. And |'ve
actually given up on FDA approved nedi cations and |
only take herbs in the raw form Because every one of
t hose drugs up there that you guys approved for nme to
take led me to al nost die between -- |'mal so
narcol eptic. But al nost every one of those drugs |I've
been on either caused ny heart to rush, where | al nost
passed out, suicidal ideations or mnmy blood sugar |evel
woul d drop -- | nean, every kind of side effect.

Sone people just don't do well on drugs and
| et them have alternatives. You know, stop controlling
everything any person wants to use to treat their form
of whatever disease they're dealing with. Let people
have the Anerican choice what we put in our body as

long as we're proving that it's not killing people.
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haven't died from green tea.
(Laught er)
AUDI ENCE MEMBER: | |ike ginger. That really

hel ps.

MS. CHALASANI : Thank you. Thank you for
sharing your perspectives. W do want to hear about
everyone's experiences with the range of products
they're using to nmanage their condition, and so | would
like to take maybe one nore before | ask anot her
foll ow-up question. Perhaps if we can pass the mc al
t he way down to you. Yeah.

AUDI ENCE MEMBER: Ckay. |I'Ill get that.

MS. CHALASANI :  Okay.

AUDI ENCE MEMBER: Hi. | want to coment about
the NSAIDs. 1|'ve been in chronic pain for 44 years and
I"'m48. | was diagnosed with juvenile arthritis at

four. And back then, you know, it was aspirin,
t hi nk, (inaudible) aspirin. And then Naprosyn cane
al ong.
And as | got older, | also devel oped
Ankyl osi ng spondylitis and the degenerative stuff in ny

back. And | do find that the NSAI Ds worked for ne.
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However, being on them 46 years and | -- nmy G doctors
says | have chronic gastritis and | can't take them
anynmore. So mny antianginal doesn't work with this kind
of severe pain. It wasn't designed for severe pain and
it also causes liver failure.

And then | was surprised to find out that
NSAI Ds expect for aspirin have an FDA boxed warning for
causi ng stroke and heart attack, but yet they are
pushed. And where's -- you know, why aren't we show ng
the nunbers of people dying from NSAlI Ds, you know, not
just stab -- | also worked as an RN and there was a | ot
of people com ng having to get on dialysis because of
| buprof en, but yet |'mon opioid nedicine and |'ve been
on that for about 14 years. And | have never been with
one doctor. And because of the opioid nedicine, I'm
able to do the other therapies | need to do to be
active, you know, the yoga, the wal king, the
stretching.

But | don't think nmany doctors are telling
their patients, "Oh, by the way, you could have a
stroke or a heart attack even within the first week of

t aki ng your NSAID."
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And then of course the -- you know, the Vioxx
and all those were pulled off the market. Even the

COX-2 inhibitors we have one left. So I think that's
anot her reason we need to carefully screen and all ow
doctors to prescri be what patients need.

| also have a spinal cord stinmulator. | do
massages, acupuncture, which does nothing, it doesn't
hel p, just costs noney. |'ve been on anticonvul sants,
you nane it, antidepressants, all that. So-

MS. CHALASANI: Thank you. The foll ow up
question after this will be really going into what else
you nmay use to manage your chronic pains, such as the
acupuncture, which you indicated that it didn't work
for you, but we'll see what other fol ks say.

But before we get into that, you kind of spoke
to your journey of how you tried various things and
then you're taking the opioid nedication. Can a few
ot hers speak to their medical journey perhaps and what
led to you taking opioids and perhaps what adding this
to your managenent approach has provided you with in
regards to inprovenents in your chronic pain -- the

aspects of your chronic pain?
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AUDI ENCE MEMBER: Hi. | have rheunatoid
arthritis, osteoarthritis. 1've lost all nmy cartil age,

so | have bone on bone on all ny joints. And | also
have | ynphoma. So | can't take the drugs that they
approve for rheumatoid arthritis because one of the
side effects is getting |ynphoma. So | don't want to
activate that in a worse place than it is now.

So the first drugs they started giving nme for
my pain managenent was NSAI Ds and they gave ne
Naprosyn, and within 3 days it burnt a hole in ny
stomach and | started bleeding fromit. So | can't

take NSAIDs. So | went on opioids and |'ve been on

opioids for years without an increase. It gives ne
sone quality of life. Could | use nore? Yes. | won't
take nore, but, you know, |'m dependent on it. | don't
want to say |'m addicted, |ike everybody is out there

wanting to say. Just like a person on insulinis
dependent on it for their diabetes, |ike high blood
pressure is --

( Appl ause)

AUDI ENCE MEMBER: -- dependent on high bl ood

pressure nedicine, we're dependent on it, not addicted
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toit. Yes, it would be hard to get off it, but if you
have choric pain you're not getting off it. And I
don't want to take Gabapentin because it was original
made for epileptic seizures. | don't have epil epsy.
Wy do | want to take Gabapentin and do sonething to ny
brain that may not be there?

But anyway, so about using other drugs, yes,
there's a |lot of side effects with the other ones. And
the only side effect with opioids that | see is an
addiction if you had to get off it. But if you have
chronic pain, you're not comng off it and it works.
And - -

MS. CHALASANI: Ckay, thank you. Thank you
for sharing that. Can we have a few nore comments?
Okay, right here. Yeah, go ahead.

AUDI ENCE MEMBER: My nanme is Gary Snuck and
|"'msorry | didn't introduce nyself. | want to talk
about sonething different because | have been bl essed
with having the best treatnent and the best doctor --

MS. CHALASANI: So, Gary, could you just put
the mc a little bit closer. Yeah, thank you.

AUDI ENCE MEMBER: Anyway, | have been bl essed
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with having the best pain treatment for years. So |'ve

been sick for 18 years and | have a genetic variant and

so it took real high doses to kill my pain. And so
when | ended up at Dr. Forest Tennant -- | know many of
you know him-- 1 was north of 3,000 DME. And |I've

been part of his pain research for several years. And
sonme of the non-opioid breakthroughs that he has nade
that has allowed nme to reduce ny opioids fromover
3,000 to 360 mlligramns.

The first big one was HCG and taking that
hornone allowed nme to cut my opioids in half. And then
he introduced Oxytocin, which I was directed to take
before | took a painkiller. Now sonetines that
Oxytocin worked al nost as good for nme as a 30 mlligram
Oxycodone. Sonetimes it didn't. But Dr. Tennant
continued to attack adhesive arachnoiditis from several
different directions. And the next direction he | ooked
at was the information and what anti-inflammtories
will pass the bl ood-brain barrier. So for ne, the
anti-inflammatory that really worked for nme was a net ha
(ph) pregnenol one troche, which allowed me to cut ny

dose even further.
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And just a few weeks ago he discovered how to
interrupt -- well, there's three kinds of pain, right?
There's descending brain pain. There's, you know, your
baseline pain and flare pain. But anyway, he figured
out how to interrupt that descendi ng brain pain that
every AA patient has in the norning when they wake up.

| used to get up in the norning, sit on the
edge of the bed and pray to die and cry for hours
before | nmet Dr. Tennant. And the doctors incidentally
used ny pain to pressure ne into epidural steroid
injections. If you want to help AA patients -- we have
an incurable disease. Black box injections, spinal
injections for us --

(Appl ause)

AUDI ENCE MEMBER: -- because they won't help
us. We have an incurable disease. And we are the
goose that laid the golden egg for interventional pain
doctors.

Anyway, | think this new discovery that's non-
opioid of Dr. Tennant that he just figured out in the
| ast few weeks to interrupt the descending pain in the

norning, | don't have a pain flare anynore. And |
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haven't counted nmy neds, but |'m guessing that |'m
going to be able to further reduce at |east by 50
percent my opi oids.

And, you know, what really -- what breaks ny
heart? | don't want to be sick and on opioids. | have
been di sabled for 18 years. And ny small famly
business, | made $1.3 mllion in the year of ny
disability. 1"ma super achiever and | want to recover
and | work at it. And it was ny hope that Dr. Tennant
woul d conme up with a cure for this horrible mal ady.

And he told nme once, he says he thinks
adhesive arachnoiditis is the largest public health

crisis in the United States has ever faced, that

there's 3 mllion people who have AA. | disagree with
him | think there's 30 mllion. But his non-opioid
treatments will work for just about any pai nful

condition. And --
MS. CHALASANI: Okay. Thank you, Gary.
AUDI ENCE MEMBER: Wl --
MS. CHALASANI: -- for sharing your
perspective. | know you' ve travelled far --

AUDI ENCE MEMBER: Anyway - -
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MS. CHALASANI: -- so thank you so nmuch for
com ng here. And | see that you have your comments
written down, so | really encourage you to type them up
and submt themto the public docket as well so that
t hey beconme part of the public record.

| do want to take a quick nonment to go to the
webcast and see what we're hearing from our webcast
partici pants.

AUDI ENCE MEMBER: Hi. Lots of the same things
t hat have been said in here. Several people have
menti oned the problenms with NSAI Ds and being able to
tolerate them They agree that there's no one-size-
fits-all. Things |like Ketam ne or Gabapentin may work
for sone people, but don't work for others.

A few coments -- many comments about opioid
use for long-term been effective for them And one
question for Hlary. What's the brand of the mattress
pad you use?

(Laughter)

HI LARY: \What was it, Sunbeanf? Sunbeam
got it from Amazon, | know that.

AUDI ENCE MEMBER: Apparently the conpany is
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Sunbeant?
HI LARY:  Yeah.
MS. CHALASANI : Okay, |I'mgoing to take one
nore comrent and then |I'Il see if my FDA panelists have

any foll owup questions before we nove on to our next
di scussi on point.

AUDI ENCE MEMBER: Hell o, everyone. M nane is
Coco. |I'mhere to represent nmy father. It all goes
back to -- I"'mgoing to kind of echo back what we
mentioned this norning and then talk about what therapy
he has been using, which helped hima |ot.

About 25 years ago, ny dad was an
i nternational student comng here and he didn't really
know how to drive in the snow. So unfortunately
soneone hit himand he had a really severe car
accident. And he didn't have a | ot of nobney because he
come here for a full scholarship, so he didn't have
extra noney to go to the -- to get therapy after the
injury.

And | still renmenber |ike he used to work
really hard because he had a famly of six people

depending on him He worked 14 to 12 hours every
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single day. And | could sonehow renenber when he was

in a roomand kind of crying all day, because it was

just -- he didn't have the noney to buy drugs.
And so a good day -- | renenber until years
| ater, a good day for himis when a doctor -- an

acupuncturist really listens to himwhat his day to day
| ooked |like and also telling himit's not going to be
i ke drugs where you could take it and you're going to
recover super fast and cover the pain, but it's going
to take a while as long as you keep consulting and
seeing himevery day to day.

And so | renmember when ny dad eventually had a
chance to take us out, and he feel happy because |
could see himthat the pain was relieved with all the
t herapies that he took. And I'mthankful -- and for
FDA | was just saying what you could do is: why do you
want to join to the healthcare field? Your people up
there could actually make a difference for people or
patients. Say, a small thing could change a life.

So I would just want to say thank you everyone
here listening and hel p peopl e who could have the power

to take an action and help those who are in need.
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Thank you.

MS. CHALASANI : Thank you so rmuch. Thank you.

(Appl ause)

MS. CHALASANI: Okay. |If we could see our
next polling question, Gahan? And I'Il just foll ow up
with the FDA fol ks here. Any follow up questions that
you may have?

AUDI ENCE MEMBER:  No.

MS. CHALASANI : Okay. So this question is
aski ng what el se are you doing besides the list that we
had al ready spoke to earlier. So besides the therapies
menti oned, what else are you doing to manage your
chronic pain? And here once again you can check al
t hat apply: (a), dietarian herbal supplenents; (b) diet
nodi fi cati ons and behavi oral changes; (c),
cannabi noids; (d), conplenentary or alternative
t herapies; (e), physical or occupational therapy; (f),
nmobi | e applications; (g), counseling or psychol ogi cal
treatnment; (h), other therapies not nmentioned; (i), |I'm
not doing or taking any therapies to treat ny chronic
pai n.

AUDI ENCE MEMBER: Meghana, we have a question
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her e.
MS. CHALASANI:  Yes.
AUDI ENCE MEMBER: So is it what are you
currently doing or if they used it in the past?
MS. CHALASANI: It's what else that you have
done or are currently doing.

AUDI ENCE MEMBER: O currently doing. Ckay,

go ahead.

MS. CHALASANI: Simlar then as the |ast
guesti on.

AUDI ENCE MEMBER: Ckay.

MS. CHALASANI : Thank you.

H LARY: | have a question. If you could --

MS. CHALASANI: Sorry, |'mnot sure where the
guestion -- oh, yes, Hilary.

H LARY: \What is -- what are nobile
applications?

MS. CHALASANI: Sure. | will speak to it
briefly and then I may turn to our colleague fromthe
Center for Devices to expand. But | believe there's
sone rel axation apps perhaps or things that may help

you cope perhaps. | don't know if, Mchelle, you
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wanted to expand to speak about sone of these nobile
applications.

M5. TARVER: So we're just speaking about any
ki nd of things which you may be using on your cel
phone or on a conputer to hel p you manage your chronic
pai n.

AUDI ENCE MEMBER: But one thing | should note
that if you are under a pain contract, you're not
all owed to use the nedical marijuana in nost places.
They' Il kick you off your thing, you know, and then
you'll | ose your nedicine.

AUDI ENCE MEMBER: Ri ght.

AUDI ENCE MEMBER: And they're finding out now
that it helps a | ot of people.

MS. CHALASANI : Okay. Thank you for the
clarification, Joe. GCkay. |I'mjust going to take a
noment to see what the results | ook |like and then we'l
ask for folks to comment and add to the dial og.

Okay. We had a range of experiences for folks
in the room Okay. And could |I have -- Graham woul d
you mind telling ne what the results on the web | ook

like?
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MR. THOWPSON: Fairly simlar on the web. A
| ot of -- conplenentary or alternative therapy is
around 80 percent, sane with dietary and herbal
suppl enents, and 70 percent physical therapy and di et
nodi fi cations, everything else 50 or |ess.

MS. CHALASANI : Okay, okay. Thank you. If |
could ask for folks who indicated that they use the
nmobi | e applications or any of these really, what are
t hese other therapies providing you that the
prescription therapies or the interventions that we
spoke to earlier on the previous slide that those are
not providing you with? So where is that unmet medi cal
need, perhaps is one way for nme to phrase that?

Okay, | see that we have lots of hands. So
we'll start here.

AUDI ENCE MEMBER: As | nentioned earlier,
have sickle cell disease, and so anytinme our henopgl obin
numbers drop, that increases the pain. And so nost of
us have had bl ood transfusions or exchanges, where they
take out our sickle cell blood and they give us normal
peopl e's bl ood through a needle that goes into our

groin to increase the henoglobin level -- well, to try
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to increase the henoglobin |levels so that we have | ess
crisis. So that's one thing that | didn't see on the
screen.

MS. CHALASANI: Okay. Thank you so nuch for
sharing that. W have sonmeone here. GCkay. |'ll just

go here and then here, if that's okay. Thank you.

AUDI ENCE MEMBER: Hi. | feel |ike these kinds
of treatnments, | had to build trust with nmy doctor
first. | felt like I alnpbst had to prove that the

medi ci nes weren't working first. And then it was,
"l1've heard about physical therapy. Can we try that?"
And | did that for probably 6 nonths or at |east until
the insurance was like "no." And that was really
hel pful .

I have CRPS in ny right foot and it regained -
- I'"ve been linping on it for 3 years or so and it

regai ned the nuscles, you know, through physical

therapy. It was the physical therapist who said, "Have

you tried a TENS unit?" | was like, "What? No." |
t hought -- anyway, | guess -- sorry, I'ma little
nervous.

But the overall point is, |I felt like to get

www.Capital ReportingCompany.com
202-857-3376




10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 160
these therapies, it was al nost the secret |evel, where
| had to keep going back to my doctor. And it was a
conbi nation of all of these, plus sone of the
prescriptions that have been really hel pful for nme and
my pain.

MS. CHALASANI : COkay. Thank you so nuch for
sharing. | know you said you were nervous, but you
shared your experiences beautifully. Thank you. W'l
go here.

AUDI ENCE MEMBER: Hi. So based on the
guestions that you're asking, |I'mgetting the feeling
t hat what FDA m ght have been expecting to hear was
t hat the biggest problemis people are having trouble
accessing alternatives to opioid pain nedication. And
| think for sonme people that's true. That has not been
my experience.

My difficulty has been that |'ve been through

all of the alternative therapies. And --

(Appl ause)
AUDI ENCE MEMBER: -- at 22 | had a choice, in
that | was presented with a choice. | could go on high

dose long-termopioid therapy for the rest of ny life.
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| have 1 C/BPS refractory. So what that means
essentially is that ny bladder is lined with open
wounds that don't heal. And so | had |ong-term high
dose opioid therapy for the rest of nmy life barring
some sort of research mracle or I could sit at hone on
a toilet and pee every few mnutes for the rest of ny
life. And |'mpretty sure that ny husband and ny kid
and all the students |'ve taught over the years woul d
say | nmade the right choice.

MS. CHALASANI: Thank you. Thank you for
sharing that. Okay.

(Appl ause)

MS. CHALASANI: Once again |I'mgoing to ask
for your permssion to go a little bit into the break
if that's okay, because | do want to hear nore
perspectives on what we're tal king about right now. So
like 5 mnutes over into the break if that's okay with
you all and take a few nore comments. Maybe on this
side and then -- okay.

AUDI ENCE MEMBER: Meghana, we - -

DR. HERTZ: Hello. This is Sharon.

MS. CHALASANI :  Yes.
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DR. HERTZ: | just want to clarify so that it
doesn't influence coments one way or the other. W
don't have expectations for what you're going to tel
us. If we expect it that we -- if we thought we knew
we woul dn't be aski ng.

(Laughter)

DR. HERTZ: So pl ease believe there's no
motive per se other than to truly get your full and
undi rected feedback.

(Appl ause)

MS. CHALASANI: Thank you, Sharon. We'll take

a comment fromhere if that's okay. Can we -- okay.
And then I'Il come to you. Okay, go head.

AUDI ENCE MEMBER: Well, | initially -- because
| was diagnosed -- well, | began having pain at 17 that

was very, very significant. And the only reason |'m
going into this is because it plays into how ny
treat ment has changed over tine.

So | was very athletic. | played basketball.
| was our cheerleader in mddle school. By the tine
hi gh school cane around, it started to get to where |

was begi nning to have pain.
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| actually had a doctor tell -- because it was
-- actually, my husband's famly worked at the doctor's
office I was seeing, and it wasn't ever supposed to get
back to me, but they had actually told my husband's
aunt that | was a hypochondriac and there was nothing
wrong with me.

And | was 19 years old. \Wenever the doctor
and the additional -- well, the sane practice, she cane
back froma sem nar and she canme and she checked ne for
all the different places and all the different points.
She had been to a conference over fibromyalgia. And at
19 years old I was diagnosed with fibronyalgia and it
has continued to progressively be, you know, nore and
more trouble as the years have gone bhy.

| have a particular problemw th nearly al
medi cal interventions as far as nedicine-wise. |I'm
allergic to all but two antibiotics known to nman as far
as infectious di sease doctors know, including |ike
Vanconycin -- they told me |'"'mreally going to be in
trouble. But I"'mallergic to these nedication options,
opi oi ds, nor phi ne.

| don't have, whatever, that enzynme or
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receptor you have to have for that to be effective, but
the rest of themlI'mallergic to. So I lived on
| buprofen from19 until 4 years ago, and |I'|l|l be 40
next nonth. So for years |'ve been taking 800
mlligrams of |buprofen three to four tines a day and
my liver enzynmes had began to be el evated about 3-1/2
years ago.

Four years ago | did find out about sonething
that's a super hot topic and it was Kratom And from
Kratomthen | began to get relief and then | began to
research additional herbal nmethods. And so |I've
i ncorporated |like cats claw because it's an anti -
inflanmatory -- so instead of taking the Ibuprofen, |
can use it. Skullcap for |like the nerve pain as | have
problenms with ny thoracic and nmy |unbar spine and it
will get to ny sciatic nerve.

| tried physical therapy for a bulging disc at
L5 or L -- yeah, L5-S1. And | ended up being told, "W
can't help you. So here's a TENS unit and that's al
we can do."

| can't afford to continue going to massage

t herapy and the chiropractor three tinmes a week, but
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they are helpful. But the nost helpful thing I have
found has been the dietary and herbal supplenments. And
they' re so controversial, but yet it's the first tine
innmy life l've had a quality of life.

My son is 21 and nmy youngest son is 17 and |
did not get to spend tine with themin the way that |
shoul d have been able to when they were younger because
all I had was | buprofen.

| wouldn't have even attenpted what | did this
past weekend. Now | may have had sone not so great
out cones because of it, but | went hiking in the
mountains with ny 17 year old down to a creek in
Tennessee. Com ng back up | had sonme significant
falls. These things aren't cures either. And, you
know, whenever you're hiking -- | didn't have it with
me, so honestly the pain had began to get increased
because | normally would use it like |I would | buprofen.
So it's three tines a day. And it helps and it has
made a difference in ny life.

And ny children could have had this nom while
t hey were young, but instead they had to wait until now

when they're alnost grown. And this is ny son's | ast
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sunmer to be at home with me. And we'll do sonething
el se, whether | have to go down tunbling again or not,
a broken toe possibly on ny foot and two horribly beat
up knees, but | wouldn't have even tried it hadn't |
found out about Kratom four years ago.

MS. CHALASANI :  Thank you. Thank you for
shari ng.

(Appl ause)

MS. CHALASANI: We do want to hear about al
your experiences with everything that you think may be
hel pi ng you manage your chronic pain. W won't be able
to go too in-depth into all of the topics. W're
al ready over into our break right now So |I do want to
do a quick | ook again at nmy webcast noderators to see
what we're hearing on the web.

AUDI ENCE MEMBER: Hi. Soneone spoke of their
pain relief tool box, which I think is what we're
hearing in the roomas well, different types of
suppl enents that people take, vitam ns and m nerals,

di etary changes, using yoga, ice, heating pads,
acupuncture, massage, chiropractic care.

Some peopl e have nentioned that things like
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physi cal therapy are very hel pful, but sonetines they
require a baseline |level of pain control, which just
m ght not be possible for everybody.

MS. CHALASANI: Thank you, Leil a.

MS. BIGGAM Can | just junp in really quickly
for one second?

MS. CHALASANI:  Sure.

MS. BIGGAM  The thing about all of these
therapies is that sone of them work for sonme percentage
of the people, and that's awesone. Whatever works for
anybody shoul d be available to them But the kicker
is, aside from maybe physical therapy and counseli ng,
none of them are covered by insurance.

(Appl ause)

M5. BIGGAM So it shifts the burden of care
froma safe, effective prescribed nedication covered by
i nsurance to out-of-pocket costs for people |ike us who

are managi ng severe |evels of pain, nost of it 24 hours

a day.

When |'ve heard people say, "Hey, use nedical
marijuana,” it's awesone. |I'mlike "great."”™ How much
wll that cost nme to use it 24/7, 30 days a nonth,
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everyday of the year? Because that's on a -- |I'mon
disability. 1've got a fixed incone already. | can

barely afford the co-pays of the covered nedications.
But to expect sonebody to cover the cost of all of
those things instead of getting the safe and effective
medi cation that we know works is just insane.

(Appl ause)

MS. CHALASANI : Thank you for sharing that,
Rose. Really quickly a show of hands question. These
are ny favorite. Before we go into our break, by a
show of hands how many of you sitting here in the room
bel i eve that your chronic pain is being managed well,
t hat you are managi ng your chronic pain well, whether
it'"s with a range of what we have |isted here on the
previous slide -- you think that it's being managed
well? So for those on the webcast, | would say about
10 hands per haps went up.

And how many of you do not believe that your

chronic pain is being managed well today? OCkay. Many

hands. Ckay. Sure. And with -- | do think after
this, we'll go for our break and then we'll conme back
agai n.
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AUDI ENCE MEMBER: Hi. | just have a question.
To ne |'m hearing everyone has |legit nedical diagnoses.
And why is it we have -- it seens to nme that, when the
FDA canme out or whonever decided with these new
regul ations, canme out with -- okay, whoever -- people
are regul ating things.

So we have people that take drugs and they are
addi cts, people who don't take drugs and they're not
addicts. And then what happen to the chronically il
popul ation that truly needs the drugs for what they

were made for, to bl ock pain receptors, to do their

j ob.

It seens to ne that we're just asking for our
right to just have a normal life and I don't feel that
we should have to beg others for our will to Ilive.

It's not by another person's hand to dictate how ny
daily life goes. | don't like that. It makes nme angry
and it's violating ne as a nother and a person and ny
chil dren.

MS. CHALASANI: Ckay. Thank you so nmuch. W
recogni ze that there are m xed views on efforts from

federal agencies, federal efforts and so forth,
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particularly in regards to pain nanagenent.
And what we're really here today, as Sharon
mentioned, is to hear fromall of you and hear your
experiences and your perspective, so that it can really

informthe work of FDA and other federal efforts as

wel | .

So with that, | do want to take a quick 15 --
how about a 12 m nute break? Sorry. And we'll conme
back and we'll spend the rest of the afternoon

di scussing the barriers and chall enges with access.
Okay. Thank you all.
BREAK
LARGE- GROUP FACI LI TATED DI SCUSSI ON
TOPI C 2 CONTI NUED

MS. CHALASANI: Hi, everyone. |If you could
pl ease start taking your seat. And ny topic to
panelists -- thank you so much. While, we're stil
focused on Topic 2, you are welcone to sit back in the
audience and if you'd |li ke wherever you feel npst
confortable. And we'll get started.

Okay. |If you could slowy start making your

way back to your seats please. Ckay, thank you. So
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for the rest of the afternoon during the |arge
facilitated discussion, we really want to focus on a
topic that's conme up quite a few tinmes already, but
really the chall enges and barriers to accessing your
t herapi es to manage chroni c pain.

And to kick start and kind of structure that
di scussion we do have a polling question. So if |
could see that. Thank you, G aham

We are going to nake you choose up to three
answers for this polling question. So please think
about this carefully.

For the therapies that you use what do you
consider to be the nost burdensome or concerning
downsi des?

Okay. A, how the therapy is adm nistered? B,
the frequency and length of treatnent? C, difficulty
in accessing treatnent? D, the treatnent only provides
m ni mal benefit or is effective only for short term
F, bothersone short term side effects of the treatnent
-- sorry, that was E. F, concern about serious risk of
the treatnment. G uncertainty about long termeffects

of treatnent. H, the risk of devel opi ng drug abuse and
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addiction. |, other downsides not nentioned.
Okay, I'll give you a few nonents and our
fol ks on the webcast, hopefully, you're able to see
this question and respond as well.

And as we di scuss the access and barriers and

chall enges, we will take a couple nore callers, so if
you'd like to provide phone conmments please call in
there. W'l try to take two to three callers as well.

Ckay, if | could see the responses, G ahanf
Okay. C, 69 percent, difficulty in accessing treatnent.
That was the majority of responses for those in the
room Followed by 30 percent, which is other downsides
not nentioned. And so we'll definitely want to probe -
- its 39 percent, sorry -- probe nore into that to see
what those ot her downsi des may be, and then arrange for
t he other downsides that we have |isted here as being
bot hered -- burdensonme or concerning as well.

Okay. \What do we see on the webcast, G ahan?

MR. THOWPSON: On the web, simlar about 82
percent say difficulty in accessing treatnment. About
50 percent say that the treatnment only provides m ninal

benefit. About 30 percent, concerns about either
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serious risk of treatment or the uncertainty about the
long termeffects. And simlar to the room about 35
percent say ot her downsi des not nenti oned.

MS. CHALASANI : Ckay. Thank you, Graham So
we'll start within the roomand then we'll see what we
hear fromthe webcast and then go to phones and | ast,

i f that sounds reasonable to folks.

So in regards to difficulty in accessing
treatnment, could we hear a few comments perhaps on how
this maybe for you and how this inpacts your daily
life? And if it's something that we haven't heard
al ready throughout the day, let's start with some of
t hose comments, please. Okay. | see a m crophone
here.

AUDI ENCE MEMBER: Work okay?

MS. CHALASANI:  Yes.

AUDI ENCE MEMBER: |'m Richard Martin. 1'ma
hospi tal pharmaci st, disabled right now And | spent
25 years working in a hospital, four years of that went
in an oncol ogy ward.

| helped to console with the oncol ogi st on

pai n managenent, opioid, swi tching back and forth from
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IV to oral, switching nedications, dial out at the
nor phi ne back and forth, whatever, you know that type
of thing. |Included, NSAIDS, Tylenol and includes the
whol e stuff.

We used the WHO scal e back then in the 70s and
the 80s and it was in the 90s when things got better
with the long term nedications. At last the fentanyl
patch canme out, wonderful.

So what |'ve got here and I want to drop this
off for you to pass around. This is a great big stack
of comments, 60 of themare frompatients that sent in
t heir diagnosis and what was going wong with them and
everything, and the rest of them comments fromtwo
di fferent people.

I challenge you, the FDA, when you get all of
your comments in 860 or 900. How nuch you've got so
far?

MS. CHALASANI: 970.

AUDI ENCE MEMBER: I n two nonths, | challenge
you to provide print every single one of them off and
see how high of a stack you get. So I don't know if

you guys do that check -- print themall off and | ook
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at them

But | kind of tend to think nowadays everybody
just | ooks at the conputer screen and scrolls through
them | think if you print it off you'll be really
shocked at how big of a pile you get.

MS. CHALASANI : Thank you, Richard. And we do
read every single one of the comments.

AUDI ENCE MEMBER: (Good.

MS. CHALASANI: And | think we nay be able to
scan these and put theminto the public docket. But if
not, | may follow up with you after the neeting to nake
sure that you still electronically submt themjust so
that they're a part of the public record.

One thing | do want to say about the public
docket though is that, it is public, so please don't
i ncl ude any personal identifying information, because
we don't really have the feasibility of redacting or
anything that you submt to the public docket, so no
Social Security nunmbers or anything el se that you nmay
not want publicly floating.

You can submt comrents anonynous. But

sonetinmes we'll have fol ks identify as anonynous, but
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then in the statenent they still include their name and
so that's -- it still out in the public, so just
sonet hing to keep in m nd.

Sorry.

AUDI ENCE MEMBER: | ask them --

MS. CHALASANI: Sure. Yeah, but you can
definitely submt them anonynously. So thank you,

Ri chard.

AUDI ENCE MEMBER: Well we need to tal k about
the el ephant in the roomreal quick and everything,
that's the CDC guidelines and you guys all know which
one |I'mtal king about.

That is the elephant in the room And |I'd
like to |l eave this here too. This is a letter fromthe
CDC -- fromone of the top officials there. And
basically it's the one you've heard of. [It's not a
rule, regulation, it's voluntary. It's for PCPs, et
cetera, et cetera, et cetera.

I'"mthe only damm person in this country that
got this letter, | think, because nobody el se -- none
of the doctors got this or we won't be having the

probl ens we're having with doctors. So I'd like for
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you guys to see this, if you haven't seen it.

MS. CHALASANI : COkay. Thank you, Richard.
OCkay. And --

AUDI ENCE MEMBER: And one final --

MS. CHALASANI : Ckay, one final.

AUDI ENCE MEMBER: -- and I'Ill get off, okay.
The wor kgroup nmenbers, before the guideline was
presented, suggested nonitoring of the guideline
i npl enent ations for evidence of inpact and uni ntended
consequences and nodifications of guidelines when
warranted by the evidence.

The CDC has not been doing that that |'m aware
of.  You give quarterly reports to the Commerce and
Energy Conmi ssion, usually that's Dr. Debra Houry, |
believe, the last time | saw one. They're not doing
that. So all of these comments that you' ve got and are
going to be getting everything or not being reported as
the nmonitoring commttee reconmended.

And so finally --

MS. CHALASANI: Excuse ne. While you're going
t hrough your pages, have you submtted these conments

to the people on the nonitoring conmttee as they've
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been identified in the CDC material s?

AUDI ENCE MEMBER: | have submitted all kinds
of stuff to all kinds of people at the CDC.

MS. CHALASANI: Right. But what about the
nmonitoring committee?

AUDI ENCE MEMBER: | don't know if it
specifically -- the nonitoring conmttee, | don't know
if it exists anynore.

MS. CHALASANI : Have you sent it to the
menbers who --

AUDI ENCE MEMBER: |'ve sent it to mainly Dr.
Debra Houry and Dr. Bell there at the CDC, because they
are the ones that have quoted that involuntary tapering
is not what the CDC guidelines recomended.

They both have quoted publicly that that's not
what they recommended. And all across the country,
that's what's happening to everybody. They are being
involuntarily tapered downward off their nedications
and that is just cruel, wong.

And | have here in everything 33 docunented
sui ci des, because these patients were tapered

i nvoluntarily down. They have been docunented by Dr.
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Thomas Kl ein and Max Lahn (ph), so we know they're
aut henti c.

You can contact a lot of themand the famly
menmbers and find out about it. | suspect the anmount of
sui cides is considerably nore across the country than
we know about. Anyhow, | give you this and I|'I|
surrender the mc.

MS. CHALASANI: Ckay. Thank you, Richard.
Sorry, one nonment -- just -- we need a m crophone
ot herwi se fol ks on the on the webcast won't be able to
capture.

AUDI ENCE MEMBER: 1'd like to say that | was

here in January at Opioid Policy Steering Conmttee and

| submitted the sanme -- fromthe sanme doctor and in
January that was 24. So -- and that's only what we
know of .

AUDI ENCE MEMBER: | have over 150 --

MS. CHALASANI : Sorry, just the m crophone, if
you woul dn't m nd passi ng?

AUDI ENCE MEMBER: | have over -- 1've been
cat al ogui ng suicides since 2014 and | have over 150

that | can definitely say are separate people and over
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300 screenshots where sone of those nmaybe one person
bei ng nentioned nore than once or tw ce.

But as far as the difficulty in accessing
treatment, |'mone patient that the currently avail able
treatnments actually do work and have been absolutely a
mracle for. But nowit's becone practically |ike
wi nning the lottery, practically inpossible to access
t hose treatnents.

I"'mlike -- | keep saying this, like a white -
- li ke one of these, practically extinct white
rhi noceros --the white rhino rhinos.

And | say that because |'ve been on a stable
hi gh dose over -- of around a 1,000 mlligram-- MVE
for over 10 years -- over eighteen years total on
opioids with no side effects, no ongoing tol erance, no
probl enms what soever other than the fact that | have to

live in fear of when | won't be able to find a doctor

that's willing to treat ne.

And it's -- I'mnot willing to go back to what
| was -- the way | was living before them |'m not --
just not -- I"'mnot willing to do that.

Back in 2015, when the doctor who treated ne
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for nine years left his practice just out of being
scared to death, couldn't handle the stress anynore.

It was the worst thing that's ever happened to ne in ny

entire life.

| was basically just -- all the progress | had
made was conpletely ripped away. | have not been the
same since. | -- everything the -- fromjust pain ny
bl ood pressure went to over 200 -- over 100 and stayed

that way. And | used to be a registered nurse for over
a month, but it was |ike that.

And | now have short term nenory probl ens that
woul d make -- that's just another thing having to deal
with that on top of -- from having the high bl ood
pressure and that's verified through the neuropsych
testing.

And -- | nmean that that was just -- | used to
drive. | don't drive anynore. |I'mafraid to now
because of this.

And | -- through all this when | was just --
t he spasns fromthe disc hernia were so severe that |
fell in the process and that's why ny teeth are

m ssing, you see -- and that was crowns.
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From havi ng genetically just defective enanel,
| had crowns fell and knocked out you know three of ny
teeth and knocked out fillings on the bottom and
basically getting dentures now. And that was over
$10, 000 worth of dental work. | nean this was the
worst thing that's ever happened to ne.

And the only reason |I'm here now is because of
Dr. Tennent (ph). | was -- | had -- that there was
sonebody at ny -- volunteered at ny house to pick up ny
cat, because | was done. | nean | was -- just whatever
was goi ng to happen was going to happen and soneone
woul d find ne.

| wasn't going to practically take ny life.
was not going to do it, think to keep nyself alive.
Not eat, drink -- eat anything. And that was -- yeah,
when we were printing out the vaccine reports for ny
cat again, again for himthat was when the letter from
Dr. Tennent came that said he would treat ne.

| would be -- I mean | would not be here right
now without him And | would not be here right now
wi t hout Dr. Aranda (ph) taking over from him

Because basically once this -- and I'll shut
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up in just a mnute -- once the letter -- well, when
t he announcenent of this neeting came | thought, well
good, I'll be able to make this before |I ran out of
medi cation, now that Dr. Tennent was retiring.

But in about two and a half, three weeks |
woul d have been conpletely out and this was basically
going to be the last -- it should not be that way. |
mean this is -- | mean | look |ike a conpletely
di fferent person.

| nmean this is |like a 180. This should be
bravo, clap, cheer, you fixed your patient, at |east

done a whole lot for themrather than bei ng sonething

that's just in threat -- or in danger of | osing.
| mean, this is not -- | nean it's -- and it's
not that |1've not had nultiple other things. | had an

i ntrathecal punp put in and wound up with inconplete
spinal cord injury fromthat and retinitis.

MS. CHALASANI : Thank you. Thank you for
sharing that. Thank you so nuch. Okay. W'II| take
one nore comment and then | do want to go to the
webcast and we have phone callers as well.

And one thing that several folks touched upon
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and | know Hilary wanted to speak to this as well is on
this scheduling burden, especially if you have flares.
And then they were tal king about how you have a flare -
- Lindsay, sorry wanted to speak to that.

Okay. So we'll go here and then we'll go to
Li ndsay as wel | .

AUDI ENCE MEMBER: Hi. Can you hear nme? The
thing I wanted to talk about with accessibility right
now for me, mne is fairly good, because | have a punp.

But between what ny doctor has said and ot her
peopl e have said, they are pushing the punp on to
people that are conpletely fine on pills right now.

And the first time | had nmy punp in 2012,
got sepsis. So | don't think that people should have
to pick these kind of risks if you're doing fine on
i ke medicine.

MS. CHALASANI: Ckay. Thank you. Thank you
so much for sharing. Okay. And if we could get
Li ndsay, | think, wanted to speak.

MS. LI NDSAY: Sorry, | just didn't say it
earlier, because I"'mtired |ike probably everybody el se

this afternoon.
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But | think that a huge burden in downside
right nowwth a lot of different treatnments is
schedul i ng.

| know like fromnme, |I'mhaving a flare up
ri ght now, which is not fun. And we can go in and do a
nerve block for me -- occipital nerve block and it
really does hel p.

But as you guys already know, you have to make
the appoint with a doctor, go see the doctor. The
doctor, you will see himsitting three feet fromyou,
but he really actually can't do nuch then.

You have to put in the order. Then you have
to go to the insurance and have that approved which
t akes how many days and then you have to be schedul ed
for whatever interventional pain treatnent, in ny case
is a nerve block, which could take weeks.

And so you're not getting relief. And in the
meantime you're having to take nore nedications or just
not function the way that you just should. And so
there's a lot of just really difficult red tape right
now i nvol ved with people getting effective treatnents.

| know for nme, | really could probably conme
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off even nore nmedicines if | could get access to nerve
bl ocks qui cker and wasn't put into that pool and
wai ti ng game, so.

MS. CHALASANI : Thank you, Lindsay. W'l
take one nore comment from-- |I'Il give the mc runner
the hard task. And then | will |ook at the webcast
after this, if that's okay.

AUDI ENCE MEMBER: Thank you so nmuch. | have
something really inmportant to share. | don't know if
you're aware, but pain patients are being extorted into
havi ng dangerous invasive procedures.

It's happening all over the country. Pain
doctors are saying you want your neds, got to go have
an ESI. Guess what, the root cause of ny debilitating
progressive permanent condition is froman ESI.

They are not without risk. Doctors are
putting these patients at undue risk. They are
harm ng. Their "first, do no harnf, | don't know what
happened to that. But we need to get back to it,
because extorting patients into having procedures just
in order to get neds, it's not right.

MS. CHALASANI: Right. Thank you. Thank you
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for sharing that very inportant perspective. Okay. |
amgoing to turn to Lila, if you could summarize what
we're hearing on the web, please.

M5. WOODWARD: So | just want to point out
that as of 2:00 p.m we had over 2,000 comments through
the web portal. So we apol ogi ze that we haven't been
able to summari ze everybody's input, but we are doing

our best to read everything.

In terms of challenges and barriers, | think
finding a doctor that can -- or provide pain nmedication
or is wlling to prescribe pain nedication is probably

t he bi ggest chall enge.

Once you find that doctor then people
menti oned having to go in for nonthly visits, perhaps
being forced into tapering, and then stress that cones
when you have to go to the pharmacy and maybe deni ed
your prescription there.

MS. CHALASANI: Okay. Thank you so, Lila. |
do want to note for folks that while we may not be able
to summari ze all the webcast comments |ive right now.
We do downl oad all of them and we do read through al

of them and incorporate themin our summry report. So
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we will ook at all of them again, including while
we're witing our report.

| do have one other question. W kind of
started hearing a little bit about this. But what do
you do when you can't access your preferred or optinmal
t herapy?

So we've heard -- okay, | still want to pass
the mc around a little bit just so that it's captured
and we have it on the -- for the webcast.

But for those of you on the webcast, in case
you didn't hear, we heard suffer again and again and
again. Suffer, suffer, suffer.

Okay. Let's take a few a comment from back
her e.

AUDI ENCE MEMBER: So |'m a di sabl ed veteran.

MS. CHALASANI: Thank you. Thank you.

AUDI ENCE MEMBER: Because of injuries
sustained that | sustained while | was in the service,
| have chronic pain just not -- not just in ny back,
limbs, | have fibronyalgia, a whole laundry |ist of
pr obl ens.

About a year ago | was still relatively
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functional. | had a job that | could go to, because |
had access to pain nedications.

Wth all the stuff with the CDC, my VA doctors
are now refusing to prescribe the nedications that they
were two years ago. | cannot go to the pain clinic
because | amcurrently in physical therapy for ny back.
So the pain clinic is where |I'm supposed to get those.
" mnot allowed to go.

| can't take NSAI D nedications because | had
surgery that requires new bone growth, and you can't
take NSAIDs during that. So right now what | do is |
live from day-t o-day.

Ri ght now, this exact nmonent, because of
sitting here and being here so long, | have a blinding
headache and | can't see out of ny right eye.

But if I went home, it was going to be the
exact sanme. So instead |I'm staying here, because |
have no ot her options. | have no choice and sonething
needs to be done.

MS. CHALASANI: On behalf of -- I'msure al
of my FDA col |l eagues al so want to thank you for your

service, and then to all of you, for taking the tine to
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conme here and sit through your pain to share your
perspectives with us.

| do want to give a chance to the callers that
we have on the phone. | know that there's many. W
may be able to take. Let's start with two callers.
Operator, could | have ny first caller please?

OPERATOR: Thank you. Qur first question
comes from Lynette (ph). Your line is open.

AUDI ENCE MEMBER: Hi, can you hear ne?

MS. CHALASANI : Yes, we can.

AUDI ENCE MEMBER: Okay. Hi, ny nane is
Lynette and | have been a pain sufferer for 32 years.
Since | was 18 | was hit by a drunk driver who
compl etely crushed ny body, tore it to pieces, tore ny
leg off and | just had nultiple injuries, spent three
nonths in the hospital.

And over the years |'ve done every therapy.
Everyt hing you can think of the shop. 1've tried every
medi cation you can think of. And ultimately at this
point as 50 years old for the past at |east 10, 15
years, | have added multiple other problenms from

overuse, they keep telling ne, of the good parts of ny
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body.

So, therefore, now | have just nothing but
pain everywhere. And the only thing that has worked
for me at this point is the opioid nedication. And of
course |like everyone else here, | suffer daily. | am
" m being reduced |i ke everyone else, which is a
terrible thing.

| know so many people out there who are
suffering. | hear it all the time and I"mgoing to
advocate for these people, |1've been witing and |
wote to CDC as wel|.

| do have to say one thing really quick, Rose,

you said it all. \What a wonderful, wonderful statenent
for everybody, and | want to thank you for that. Rosy
Rose, | think, it was. | really want to thank you for

your comments, because it's so true.

We have so many barriers out there, so many
t hi ngs and no doctor out there right now wants to
prescri be nedicati on.

Now | 'm getting half a dose of what | should
be getting. M doctor is only giving nedication

because | actually went to ny medical board and I
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fought for it, and I fought hard. And I should not

have to do that as a chronic intractable pain suffer.

| have been told I will never get better, only
worse. | cannot get palliative care. They can't find
it. I live in a rural area. They won't take Medicare,
Medi caid. |'m permanently disabl ed.

There is nothing anyone can do for nme. They
can't do spine surgery or any of those things on ne,
because I'mso bad. M pelvic was split in half, a
vertical shear during the accident and of course, many
other -- nmultiple injuries.

And over the years | have gotten scoliosis. |

have no nerve inpingenent and many other things. [|'m
not going to nane themall. M list is like three
pages long for ny condition. 1It's terrible and there's

no cure or help for ne.

And the only thing that works for nme is the

opioids. I've tried the Lyrica, the Celebrex. | had a
terrible reaction. | thought | was going to die. M
heart was beating so fast, | thought it was having a

heart attack from sone of these other nedications.

Some of them -- and these are all FDA approved
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medi cations, mnd you, | have allergic reactions to.
So | have allergic reaction to sonme of these
medi cations and I'm so scared to try new things when |
know what wor ks.

Now | can't take every kind of opioid, because
or opioid, because some of them nake ne sl eepy and |
don't want to be sleepy. | want to be out of pain and
| want to be able to function and just have a life.

Just any kind of natural life |ike anyone el se wants to
have.

| don't drink alcohol. 1've tried the nedical
cannabis. And for nme that doesn't work, other than for
my nausea. But for the pain it doesn't work, it's too
intense. M painis just on a scale of 15 out of 1
t hrough 10 and there's nothing anyone can do for ne.

|'ve been turned away by physical therapists.
They will not touch nme anynore, because |'m at a point
now where ny body is just going downhill. There's no
nore getting better. After 32 years, there's no nore
getting better for me. It's only getting worse.

And now since these guidelines have cone out,

every doctor on the planet here thinks that these

www.Capital ReportingCompany.com
202-857-3376



10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 194
gui delines are laws. That they have to follow these
| aws and they don't want to be busted by the DEA. So
every single patient -- every single patient is being
reduced in nmedication all the tinme, including
intractable pain sufferers.

I can't do physical therapy because they
turned ne away, as | said. | go through these pain
clinics and they don't know how to deal with someone in
my condition so bad.

|"ve tried the shots. They don't work. |I'm
back to major pain within hours and they say it'll be
three or six nmonths, whichever shot they give ne,
before | can get another shot. Nothing works.

And for a patient |like nyself and others I|ike

me, we should not have to suffer. W should have

access to palliative care. | do ny work with ny
heating pad every day. | have to lay in bed on ny
heati ng pad.

| do use the Naprosyn -- now the Naproxen or

Naprosyn, it does work for nme for one thing and one
thing only. | have a severe swelling in ny pelvic and

in ny back, in ny pelvic and when | don't take the
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anti-inflanmatory that actually gets to a point where |
fall out in pain and | can't nove ny leg. And it's
really bad. So they have permanently put nme on the
Naproxen to keep the swelling down in that part of ny
back and ny pelvic area. | wear a prosthetic |eg, but
" mnot |ike any other anputee, because ny | eg was
sl aughtered so bad I"'m m ssing 2 inches of bone in ny
fermur.

| have a plate and a bolt in there that's
holding it in place, because they did a bone graft back
in '"86 and it did not work. They tried to grow the 2
i nches of bone. So now | have a part of ny back in ny
-- it's called the iliac crest back of ny pelvic that
they chip bone out of, that they told ne wouldn't be
any problem but it hurt so bad there too and a bunch
of shards of bone inside ny |eg.

| can't walk properly. So | walk like a
penguin when | walk. And | have been nothing but
strong ny whole life going through this for 32 years.
| do everything |I can. | stretch, |I've tried to herbal
suppl enents and thing nothing el se works. And when you

get to a point where even your doctor says, "You are
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not going to get any better only worse.” And that |
should be on palliative care, but | cannot get
palliative care. Then there should be sonething for ne
out there. There should be a way to get these doctors
to say, "Ckay, you are a case that needs this

medi cation,” that's what they were nade for.

And | hear all these stories out there and |I'm

so sorry for everyone out here today. And thank you
for com ng, but I'mso sorry that you're suffering. |
know this is hard. 1've been here for hours too |aying
on nmy heating pad and I'min massive anmount of pain. |
coul d not inmagi ne being there today.

MS. CHALASANI :  Thank you.

AUDI ENCE MEMBER: And |'m very grateful for
all of you for being there. But I just want to say,
you know, what you do when you get to the point where
there is nothing else to be done and then they want to
tell you, you' re an addict or if you don't request, as
one of the guidelines in the new addiction stuff says,
if they ask for a nedication by name they're an addict.
So what if we have been on nmedication for 32 years

we've tried themall and we know whi ch nedi cati on wor ks
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for us. Does that make us an addict or does that nake
us a pain patient who is dependent on a particul ar

medi cation that works and actually allows themto

function.

MS. CHALASANI : Thank you.

AUDI ENCE MEMBER: And that's really what we
need to | ook at here today. |I'msorry |I'mvery nervous

and |'ve been waiting a long time and | am - -

M5 CHALASANI : Thank you so nuch

AUDI ENCE MEMBER: A | ot of people touched on a
ot of things that are so true.

MS. CHALASANI : Thank you so nmuch, Lanette
(ph). We're truly grateful for you to -- for you
taking the tinme to watch us via the webcast and share
your comments. You may not have seen this, but there
were a lot of folks in the room nodding their heads and
your comments really resonated with everyone here. So
t hank you so nmuch. Thank you.

AUDI ENCE MEMBER: You're wel cone.

MS. CHALASANI: Thank you. Wth that we w ||
have to nmove -- okay. So I was asking you, so |I'm

going to have to ask you just because we do have a ful
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open public comment, | certainly do want to go into
that. So go ahead.

AUDI ENCE MEMBER: | prom se.

MS. CHALASANI : Okay.

AUDI ENCE MEMBER: |t's commendabl e agai n that
the FDA is here and listening to us about the treatnent
strategi es and outconmes and barriers our comunity is
dealing with. Wth -- you asked about, one of the
t hings you just asked about was what happens when you
can't access. And so there's a recent closing of
dozens of pain clinics in Tennessee, Arkansas,
Il1linois, Indiana, Kentucky, M ssissippi, North
Carolina and Ohio. There have been estimted 60, 000
pai n patients who have just |ost access in the | ast
week and a half to their pain care conpletely.

These patients are sone of the nost
conplicated, infirmand nedically fragile. Wthin the
next 30 days you will see a new burgeoning health
crisis appear. There will not only certainly include
sudden death in many of these patients, but also, an
uptick in suicides and increase in overdose and

addiction as a result. And this is sadly not the
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exception lately and it's becom ng conmonpl ace. The
truth of the matter is and | said this before, until we
have the right amount of pain specialists being able to
treat none of these strategies are going to be hel pful
to us at all that's all | wanted to add.

MS. CHALASANI :  Thank you so nmuch. We really
are out of time and I know we've such limted tine and
we barely scratched the surface. And so this is where
" mreally going to encourage you to pl ease el aborate
nmore in your coments as you submit themto the public
docket and pl ease ask others from your conmmunity as
well to share their perspectives. | do want to take
this tinme to once again thank you all very nmuch for
participating in the neeting today. [|1'd like to give
everyone in this roomand those who called in and those
on the webcast a big round of applause. Thank you so
much.

(Appl ause)

MS. CHALASANI: We truly are grateful to al
of you here and on the web for so, so thoughtfully and
cour ageously sharing such personal thoughts and

opinions with us all today. W really admre all of
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you. Thank you so nuch.

And so with that | would like to invite
Shannon to kick off our open public coment section.

OPEN PUBLI C COMVENT

M5. WOODWARD: Hi everyone. M nane is
Shannon Whodward. |1'Ill be noderating the open public
comment session. And it was great neeting sone of you
this norning. The purpose of this part of the neeting
is to allow an opportunity for people to comment on
topi cs other than our 2 main discussion topics today.
This is also a chance for stakehol ders other than
i ndividuals with pain or their caregivers or famly
menbers to share with us.

Just keep in mnd that FDA won't be addressing
the comments that we hear during this session, but al
of the comments are being transcri bed and part of the
public record. W'd like this to be a transparent
process so we encourage you to note any financi al
interest that nmay be relevant to your comment. |If you
don't have any such interest you may wish to state that
for the record. And if you prefer not to provide this

informati on you can still provide your coment with us
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today. We've collected signups before the neeting. W

have 15 speakers signed up. Each speaker will have 2
m nutes to provide a comment. | don't have a tiner or
a buzzer like a ganme show, but what I wll do is nudge

you very kindly once you get close to the 2 m nutes and
just kind of urge you to wap up to be respectful of
everyone.

Also, if | get to your nanme and you feel that
you' ve already shared with us today and you'd |ike not
to provide your coment just |let us know and I'l| npve
on to the next person. So with that in mnd our first
speaker is Rhonda Posey. Could you raise your hand we
could try to get a m crophone to you, Rhonda Posey.

MS. POSEY: Good afternoon. M nane is Rhonda
Posey. |1'mhere as a charter nenber of Arachnoiditis
Soci ety for Awareness and Prevention. And although I
have adhesive arachnoiditis |I speak on behal f of al
chronic pain patients. W would |ike to express our
gratitude to all those who have made today's neeting
possi ble. And nost especially the FDA Conm ssioner Dr.
Scott Gottlieb for recognizing in his recent statenent

t hat appropriate access to opioids my be the only
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medi ci nes that work for some patients including those
wi th adhesive arachnoiditis. In 2013, I'msorry, in
2013 | had an epidural steroid injection using Kenal og
40 to treat | ower back pain froma bulging disc. This
resulted in dural tear at L 4, 5 causing ne to wake up
scream ng during the procedure from excruciating pain.

Five nonths later |I found out why nmy body was
trying to destroy me fromthe inside out when |I was
given the horrific diagnosis of adhesive arachnoiditis.
Instantly I went from being an active nenber of ny
fam |y, church and community as an award w nni ng naster
gardener to struggling with pain | didn't know a human
being could live through. And nowit's terrifying to
| earn that new | egi sl ati on House Bill 5804 has been
proposed to include potentially dangerous injections as
a standard of care for post surgical pain relief.

Hi ghly credible research shows the risk is so nmuch
greater for dural puncture due to the obliteration of
t he subarachnoi d space after surgery.

In 2016 Dr. Forest Tennant, began treating

underlying cause of ny disease neuroinflammti on.

M5. WOODWARD: Any final thoughts?
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M5. POSEY: |'msorry, what?
MS. WOODWARD:  Any final thoughts?
MS. POSEY: | just wanted to add that as Gary

Snook (ph) had nentioned with the use of a conpl ex
mul ti nodal treatment plan that's why I'm here, |1'm able
to even attend. And | will end with this. He's -- Dr.
Tennant's philosophy is, if you treat the pain

i nprovenent in function and quality of life will foll ow
and | stand before you as wal king |iving proof. Thank
you.

M5, WOODWARD:  Thank you, Rhonda. W now have
Lynn Ashcroft (ph). M apologies if | butchered your
name. Lynn.

MS. ASHCROFT: M handwriting. Thanks. The
reason |'m here also is because of Forrest Tennant. As
one of the original research subjects 28 years ago for
CRPS been here, done that, everyone in this room who
spoke is touched on things. The current issue is the
fact that using the CDC guidelines as a whip to tel
peopl e they can't get access to nedication is no
solution to the opioid crisis. It's just hurting

everybody in this roomand the whole country. And at
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the end of the day what | resent nost is that a
murderer in prison can get better access to nedical
care than | can as sonmeone who is self enployed and
doesn't have to worry the sane about being denied
medi cati on.

Because what happens to everybody when we
don't get whatever our (inaudible) is, you go through
w t hdrawal , you're sick, and you hope you don't die or
| ose your job in the nmeantine that's what happens. And
if you' re lucky before either of those two things
happen you work through the issue your stuff cones that
was the old days. Now it's just deny and this is a
problem So | hope that the 90 becones a guideline in
fact, which neans people need care and help rather than
a hard deadline where you cut themoff. Thank you

M5. WOODWARD: Thank you, Lynn. Now we have
Hel en Sue Wl ker.

M5. WALKER: | know | amgoing to try to stand
out of the way of the canera. Hi. |'m Sue Wal ker.
| " mchronic pain patient and |'mthe President of the
Ri chnond Fi bronyal gia and Chronic Pain Associ ati on.

We're also a small organization with very little noney
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so | have no financial interests here. Thank all of
you for allowi ng so many of us to be here today to
speak about our experiences and concerns. And thank
you to all the courageous people who cane out today,
many of you in pain to share your stories. 1've been
moved to tears nore than once today and it's just so
i nportant that your voices be heard.

Li ke many others here have a laundry |ist of
pain issues that | won't go through. 1'd |ike to add
all the good information already presented that
respectfully I believe the FDA and npbst everyone and
every agency tasked with battling the so-called opioid
crisis, which as others have said is nore accurately
called a street drug crisis a Fentanyl crisis, are
goi ng about it fromthe wong end of the spectrum

Pain patients aren't or never were the --
driving the crisis, we're just the | ow hanging fruit
for politicians, others. And with all the restrictions
opi oid rel ated deaths woul d be decreasing while the
reality of that is that they're still increasing. |If
we were the problemthat wouldn't be what was

happeni ng.
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We need to address the root causes of
addi ction including finding the genetic markers that
render many of us able to safely take prescribed pain
medi cation for many years w t hout becom ng addicted or
constantly increasing our dosage. Wile a small numnber
of people may take a small anount of narcotic pain neds
for a brief tine and will be driven to seek nore and
still nmore to feed an addiction.

Qut of the purview of your agency although it
shouldn't be as it's directly connected are the very
real society issues such as poverty that drive the
addiction crisis. W need --

MS. WOODWARD:  Thank you, Helen. Any final
t hought s?

M5. WALKER: Yes. We need partnerships to
study and address the underlying causes of addiction
rat her than puni shing those who suffer fromit, treat
them don't arrest them

M5. WOODWARD: Thank you so much. Next we
have Sandra Fl ores (ph).

M5. FLORES: Hi. Just a small little tidbit

about ne. [I'mfundraised to get here. 1'mout of work
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now. For the past 2 years | was an ER nurse for 17
years active, loved ny life and it was pulled fromne
just like that. | had back pain and then | found out
t hat adhesi ve arachnoiditis we don't know where, how,
when or what. |'mlosing everything fromthe wai st
down slowmy, but surely and it's progressing fast in 2
years. The way |'ve seen the nedical field act the way
they act is an enbarrassnent to who | thought we were.
The entire 17 years that | was there faithfully giving
back to the community and literally giving ny life to
give to others, letting ny kids be hone w thout nme
during holidays as | hel ped people and |I' m bei ng
literally turned away. Not one doctor yet, one in 2

years has accepted ne as a patient, because | am"a

liability" to them That is the truth. | am being
thrown out with the trash. | amworth nore than that.
Sonmet hi ng needs to change. | have a diagnosis that
would be -- that -- I'"'mdying. | also have an innmune -

- autoi mune di sease because of the adhesive
arachnoiditis that's eating all my organs thinking that
they're foreign.

So l"'mnot -- | can't get on hospice yet,
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because | cannot -- |I'mnot ready yet, which on which,
which I"mw shing to be ready but -- so | have to wait
and nobody will treat me. I'm-- | just can't even

t hi nk anynore just please give ne ny life back so
whoever you know, whoever can do it. Just give ne ny
life back that's all I'"masking. To be able to shower
nyself. To be able to walk nore than 20 percent of ny
day and just this took 4 hours right here. | get up
and it takes me a 2 hour reginmen just to get out of bed
of nedicines. | don't take narcotics.

MS. WOODWARD: Thank you, Sandra. Any final
t hought s?

M5. FLORES: And then it takes 4 hours for ne
to get dressed and |'ve | earned how to get dressed
really well laying on nmy side. That's all.

M5. WOODWARD: Thank you, Sandra. We now have
the Thorna Klein (ph) Thorna or maybe it's Thonas.

Sorry, I'"mstruggling with -- thank you, thank you.

M5. KLEIN: It's all nmy in-laws. W're in the
wor st healthcare crisis that |I've seen in 40 years and
probably the worst healthcare crisis in the history of

the United States. W not only have people killing
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t hensel ves, we have 5 to 6 mllion people just |ike
these who are being tapered. So how do we deal with
this? Well, I'mstanding before the only regul atory
agency with rul emaking for prescription drugs. Nobody
el se can do that.

What |'m suggesting you do is a trick

| earned in Boston. Medicaid was having problenms with
drug representatives tal king doctors into prescribing
t housand dollar nonth drugs. So what do they do? They
sent out a counter detailing force that follow the
retailers to the doctor's office and they said, "Hey,
wait a mnute, this is the real straight skinny." I'm
suggesting that FDA make its own nmanual. Not 100 page
manual fromthe VA. Not a 50 page manual fromthe CDC,
whi ch incidentally had no indications for opioids.
None. Make your own nmanual |ike you would a | abel,
these are the indications, these are the side effects,
these are the good things about the nedication. And it
m ght be an interesting thing to take i nput from other
people. | have a 20,000 people on Twitter and | ask
t hem questions and they give ne answers. And that's

sonet hi ng you guys can do and devel op a W ki pedi a ki nd
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of manual, use of opioids, opiates in acute and chronic
pain. Thank you.

MS. WOODWARD: Thank you. Next we have Kristen
Ogden. Kristen Ogden?

MS. OGDEN:. Thank you. This tinme |I'm speaking
as the co-founder and co-|eader of Famlies for
Intractable Pain Relief. | wll tell you very quickly
that Famlies for Intractable Pain Relief is conprised
of patients and famly nmenmbers of Dr. Forest Tennant.
You' ve heard himmentioned a nunber of tinmes. There
are 9 famlies represented here out of his 150 patient
popul ation from 8 states. This was that inportant for
us to be here. We, last nonth, had the opportunity to
meet with nenbers of FDA's Professional Affairs and
St akehol der Engagenent staff and we presented a
specific recommendati on that we think provides a
reasonabl e solution that could be inplenented quickly
per haps under FDA's Enmergency Regul atory Authority to
start.

There is an urgent need to establish a
certification and registration programthat woul d

aut hori ze trained physicians to treat severe
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intractable pain as needed wi thout restrictions on
opi oi d dosing or duration of care and w thout
restrictions on non-oral routes of adm nistration or
of f | abel use of non-opioid nedications.

This regul ation should recogni ze that such
treatment as authorized would be authorized exceptions
to dose limts or threshol ds inposed by CDC, Departnent
of Justice, DEA, Medicare, state |aws and gui deli nes,
and insurers. Registration program would authorize the
filling of controlled drug prescriptions witten by
certified physicians across state lines and it would
protect certified physicians for mal practice suits or
other liability provided the patient has consented in
writing to non-standard care.

It's our position that freedomfrom pain to
t he extent achievable is a fundanmental human right and
the withdrawal of readily available, effective, pain
relief is essentially torture. Qur governnent is
torturing its citizens or allowng torture of citizens
who have done not hi ng wong and when it continues and
conti nues and continues despite --

M5. WOODWARD: Thank you. Any final thoughts?
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M5. OGDEN: -- the input fromindividuals, it
gets pretty close to honmcide. And | nean that and |
hate to say it. But | appreciate the opportunity to be
here and I thank the FDA for its interest. Thank you.

MS. WOODWARD: Thank you. Next, we have Gary
Snook (ph).

MR. SNOOK: Thank you. | testified before the
FDA in 2014 about the pain that | suffer after | was
given an injection intrathecally and devel opi ng
adhesi ve arachnoiditis that that pain was beyond al
human conprehension. And as a pain patient | think
can speak for al nost everybody here; when | say that |
feel like a Jewin the Warsaw ghetto with no place to
run and no place to hide.

VWhat | didn't tell you at that 2014 neeting is
that | aman outlier. | suffer froma genetic
variation called the CYP450239 that nmakes ne netabolize
opi oids quite quickly as well as prevents any other
nodalities fromworking. And so | take a dose that is
several tinmes higher than the CDC gui deline because |
am a rapid netabolizer

Now, when patients like nme are forced into a
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taper to the new guideline or are dropped entirely by
our doctors, who quite frankly are terrified to treat
people like me, we die. Just like ny friend, Jennifer
Adanms (ph), who was a highly decorated police officer
in Montana, who shot herself in the head after the DEA
rai ded her doctor's office |eaving her, the I ove of her
life behind, her 12-year-old son.

M5, WOODWARD: Thank you so nuch for sharing,
Gary. Do you have any final thoughts for us?

M5. SNOOK: | do, | do. And so, on top of al
this Montana has seen a 38 percent increase in their
suicide rate, on top of |eading the nation in suicide
rates in 2014. And nost of this is because pain
patients cannot get treatnment there. Only end of life
counseling and epidural steroid injections.

M5. WOODWARD: Thank you. Now we have Charity
Cal dwell (ph). Charity Caldwell?

MS. CALDWELL: I'mtrying to find my piece of
paper because | did have -- | know |like I brought up
the kratomand | know that this is not just about that
in any way but it's what has worked for ne for the

chronic pain and | do know the FDA's thoughts about
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kratom has been in the news quite a bit and |I have a
little bit of a different kind of m ndset when it cones
to ny opinion about kratom than even many of the
organi zations that are here to represent the community
as a whole. And | did nmeet -- the first or second week
of June, | did neet with Senator Grassley's aide and as
wel |l as Senator Feinstein's as part of a week-long tinme
that | was here. And in Senator Grassley's office they
specifically told my friend that was with nme at that
time, that we needed to get an appointnent with the FDA
and we have tried nunerous tines through e-nmails to
request appointnments and we haven't been able to.

So this is kind of the only way that | can say
what was so different about what we tal ked about. And
what sets it apart is | understand the scheduling and I
understand the concern because it is unknown. [It's
been studied for over 15 years or at least 13 and a
hal f years, | know, by Dr. Christopher McCarthy. And
understand there was a conputational nodel done by the
FDA but it doesn't show what the science has shown in
t he | abs.

And so, ny biggest concern is to make sure
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t hat everybody is kept safe and | feel nobst confortable
with being able to have access to raw | eaf kratom |

t hi nk that because in traditional use it is a chewing -

MS. WOODWARD: Thank you, Charity. Any final
t houghts for us?

MS. CALDWELL: Yes. | believe that it should
be regul ated as a food product with the extracts nade
as a Schedule 2 so they can continue to be a research
for potential medical uses by the community who's
al ready studying them But | do believe plain |eaf
kratom shoul d be a food product so it can ensure that
it's safely handl ed and packaged for people to have
access to as a tool in the tool box.

MS. WOODWARD: Thank you, Charity. Now we
have Kelly Devine (ph). Kelly Devine? |Is Kelly here?

MS. DEVINE: | have a terrible social anxiety
so pardon nme if | stutter. | ama -- ny name is Kelly
Devine and | suffer debilitating fibromyalgia, multiple
joints problens as you can tell. At one tinme | was
prescri bed 13 nedications, side effects of which left

me m serable, in pain, unstable, unable to function,
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and sui ci dal .

About 4 years ago | began to research natura
renmedies after | felt the nedical field failed me with
their prescribed nedications. That's when | |earnt
about nmaking herbal tea fromdried kratom | eaves.

Kratomis a tree that grows in Southeast Asia.
It's the same scientific --

AUDI ENCE MEMBER: Fam |y.

MS. DEVINE: -- yeah, it's in the sane
scientific famly as coffee and has been used for
centuries in that part of the world without a single
deat h ever occurring. Also in Thailand, they have
renoved kratom and cannabis fromthe Schedule 1 |i st
and that just passed in Thail and.

Wi | e kratom does not cure or treat mnmy nedical
conditions, it does help greatly with ny pain,
rel axation, and sleep difficulties. 1've never
experienced negative side effects except for extrene
thirst. It makes you drink a lot nore water. | have
been consum ng kratom for al nost four years. M
quality of life has inproved. | suffer |ess pain.

There are at least 5 to 7 mllion kratom consuners in
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the U S., the nunber is growing. |'d also like to
poi nt out that ny Facebook group is just a group | nade
up and we call it -- started out KratomUnited. In 2
years we had 2,000 nenbers, so that's 1,000 nenbers per
year.

After the CDC regul ati on any change --

M5. WOODWARD: Thank you, Kelly. Any final
t houghts for us?

MS. DEVINE: Yes, ma'am Since the CDC
regul ati ons, our nmenbers shot up 5,000 people in |ess
than 12 nonths and | think that says a | ot about what's
happening to the Anerican chronic pain sufferers.

Thank you. And thank you for your tine.

M5. WOODWARD: Thank you, Kely. Now we have
Grace Cabal an (ph). Grace Cabal an?

MS. GAVERO. Thank you. It's actually Grace
Gavero (ph).

MS. WOODWARD: Oh, thank you

MS. GAVERO Ful | disclosure, I am an enpl oyee
of Nuvectra Medical. Nuvectra offers spinal cord
stimulators for the managenent of chronic intractable

pain but | am here today as a patient. | was injured
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in 1995 while serving in the mlitary and I am
fortunate that my pain is managed with the chronic --
with a spinal cord stinmulator that wasn't al ways the
case, unfortunately.

| was injured in '95, | suffered for many
years before spinal cord stinulation was offered to ne
and | would like for the pronotion of alternative
t herapi es you know to be -- for that to be offered to
patients as well. Opioids did not work for ne and |
know t hat they work for many of you and I'm gl ad t hat
t hey do. Unfortunately, that wasn't the case for ne
and | -- and that's not the case for many other people.
So we need to have alternatives and access to those
al ternatives.

|'"ve been a patient advocate for over 10 years
and |1've had the -- actually the honor of speaking to
literally thousands of patients seeking relief. And in
answer to sonme of the questions that have been posed
t oday regardi ng suicide many, many, many of them have
told me in our conversations that if -- if the spinal
cord stinulator hadn't worked for themor if it's not

going to work for them they were going to conmt
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sui cide. Many of them had attenpted suicide.

Also just the inpact it has on their famlies
as well. Many of them were angry because they weren't
given any information about alternatives. They also
suffered for many years before being offered sonething
ot her than opioids. So just --

M5. WOODWARD: Thank you, Grace. Any final
t houghts for us?

MS. GAVERO  No, thank you. Just -- well,
just one final thought. Just keep that in mnd that
there are alternatives. |If the opioids work that's
great but offer something else as well. Thank you.

MS. PAPADOPOULOCS: Thank you. Now we have
Steve Chang (ph). Steve Chang?

MR. CHANG | am Steve Chang, |'m from New
York. | am an acupuncturist and a massage therapi st.
Currently, there are three bills in Congress waiting to
pass to allowi ng the acupuncture as a treatnment nethod
for the people, okay? So, we need your support and
especially the FDA okay, because the acupuncture is
nostly efficient hindering the pain issues.

| heard that today many people are saying
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about their pain, okay? But fromthe way | see is
probably your pain is because of when you -- for
exanmpl e, like an accident causing the pain, causing the
| ower back pain but because you didn't get proper
treatment and you didn't take the proper action so
that's why you are suffering and then the situation
getting worse and then the -- you any how is | ooking
for the opiods for the pain release. And pain rel ease
using the opiods is not a solution, it's just tenporary
cover, your synptonms. So we should be |ooking for the
solution, find out what really cause the pain and
address it. And then the acupuncture, and al so massage
therapy are the best ways to end it.

MS. WOODWARD:  Thank you, Steve. Any final
t houghts for us today?

MR. CHANG Okay. So, since the tinme limt,
all right. | amjust urging that everybody we can
support these three bills to pass to allow ng the
federal -- the Medicare and Medicaid and al so the
heal th insurance for the veterans to accept the
acupuncture as the treatnent nethods. Thank you.

Ms. PAPADOPOULOS: Thank you, Steve. Next, we
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have Yam Fan (ph). Yam Fan?

MR. FAN. My nane is Yen, acupuncturist. |
represent ny -- another patient Lisa Wod (ph). She's
40 years old now. When she's 17 years old she had a
shoul der surgery. After surgery she back started
chronic pain but didn't know why. After 10 years
|ater, they found it and note it acanthosis (inaudible)
di sease. She pained every day and the spine fused
toget her gradually. Also is losing her rigid notion
much.

For the problem she takes anti-inflanmation
pill and pain killer and anti-inmune function pill
every day. Because of nedication side effect liver
function (inaudible). After she -- 5 years or so boy
di agnosed with children arthritis now she started to
cone see nme. After, you know, take his son 2 years
later, his son is nmuch better. He doesn't want his son
t aki ng nedicine. Last year | asked his condition, you
know, (inaudi ble) he do acupuncture for he back
problem actually he tell nme he get acupuncture before
and (inaudible), just alittle help. | explained, you

know, ny skill different from before he had.
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MS. WOODWARD: Thank you so nmuch. Any final
t houghts for us?

MR. FAN: Yeah, he's got, you know, nuch
better this year. Last nmonth, he traveled 2,000 mles
fromVirginia to Alabama, Texas, Florida barrier
regimen. Then he didn't feel |ike before he kind much
in pain. So he's really happy, you know. He want to,
you know, tell people but it's strange people didn't
bel i eve her, you know. Actually, you know, acupuncture
is a good solution for nost chronic pain but not for
everyone, but npbst. You know - -

MS. PAPADOPOULCS: Thank you.

MR. FAN. Okay.

MS. PAPADOPOULOS: Next, we have Terry Lew s
(ph).

MS. LEWS: Menbers of the panel, | want to
i ntroduce you to the experts in the room They're
ri ght here. These people know nore about what you have
to do than you do, okay? | ama care partner, | ama
social scientist, | ama clinical educator. | believe
in data and | believe that we are tal king about the

wrong set of questions.
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If we want to know how to better address the
guestions that are before us today, we have to have
regul ar input. W have to wi den our stance, not narrow
it. Regression to the nean is killing us, okay? W
need to look at all the data. The thing that has been
fl ow ng through our conversation today is Ehlers-Danl os
Syndrone. That's a really inportant piece of
information for us. W can't nedicate that away but we
can prevent a lot of injury if we understand that. In
my own famly we're finding out that that's a rea
issue. It's nore common than we think we understand.
Opi ates hel p but prevention is the key.

| have been surveying and talking to patients
for 5 years intensively because | amthe parent of a
young man whose natural history | have followed up to
the point where he's 35 years old.

MS. WOODWARD: Thank you, Terry. Any final
t houghts for us?

MS. LEWS: Yes. | would like to see FDA
institute regular conmunication with patients and
regularly begin to docunent what is being suggested and

what were there is to learn and to change the way we
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ask questions about this process.

M5. WOODWARD: Thank you, Terry. Now we have
Amanda Proctor (ph). Amanda Proctor?

M5. PROCTOR: Hi, ny nane is Amanda Proct or
" mrepresenting Cauda Equi na Foundation with about
2,000 nenmbers and grow ng of Cauda Equi na Syndrone
patients.

Cauda Equi na Syndrone is a spinal nerve root
injury of the lunbar spine. It's very simlar to
arachnoiditis in its chronic stage but if it's caught
and the first 48 hours and treated, if it's a treatable
cause, not all causes are treatable, it can be
conmpl etely reversed. Unfortunately, it's m sdiagnosed
85 percent of the time, which is something we're
wor ki ng on but that's not why we're here today.

We're here today because 85 percent of the
time Cauda Equi na Syndronme progresses to chronic Cauda
Equi na Syndrome, again very simlar to arachnoiditis
with periods of neuroinflammtion which cause flare
ups. This obviously causes intractable pain and
peri ods of acute on chronic pain, sonething that we've

menti oned where you have your normal pain and then you
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have your flare up

So, we have nmenbers that are saying |I've just
st opped going to doctors. They can't help nme, they
don't listen to ne, they treat ne like a crimnal, they
treat me like an addict. That's what | am hearing from
2,000 peopl e.

| have people that -- | have had energency
phone calls at 2 o'clock in the norning, "Hey, we have

a nenber tal king about suicide on the support group.

Can you call then? Can you intervene?" Now, | am a
| i censed healthcare professional. | do not practice
because | physically cannot but | amlegally obligated

to intervene and report suicidal ideology.

M5, WOODWARD:  Thank you, Amanda. Any fi nal
t hought s?

M5. PROCTOR: We have to do better at treating
pain. W have to have better treatnents, we have to
listen to our patients, we have to have enpathy and
conpassion. And if we don't have that hang up the
white coat and get out of the practice.

M5. WOODWARD: Thank you. Next, we have a

Adri ane Fugh-Berman. M apologies, if | mspronounced.
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MS. FUGH-BERMAN:  Hi, |I'm Adri ane Fugh-Ber man.
|''ma physician and |I'mdirector of Pharmed OUT which
is a Georgetown University Medical Center project,
research and education project that exam nes
i nappropriate pharnaceutical marketing tactics.

My plea to the FDA is to please do nore to
conbat pharmaceuti cal conpany influence in drug
approval. Renenber Oxycontin and the fact that the FDA
all owed the original label to inply that the
formul ati on was thought to be | ess addictive, nore
recently abuse deterrent fornulations, aterm-- a
mar keting termthat should never have been all owed has
really created a ot of harm 46 percent of healthcare
provi ders think abuse deterrent fornulations nean they
are less addictive. They are not |ess addictive,
they're only slightly less convenient to turn into an
injectable form

In terms of chronic opioid use there are
certainly -- they are appropriate for sonme pain
patients including many in this room but there are nmany
others for whomit is not appropriate. W continue to

overprescribe opioids in this country and opi oids

www.Capital ReportingCompany.com
202-857-3376




10

11

12

13

14

15

16

17

18

19

20

21

22

Public Meeting July 9, 2018

Page 227
continue to be over pronoted.

In 2016, 1 out of 5 Anericans received an
opioid and 1 out of 12 physicians receive paynents from
an opi oi d manufacturer.

Pai n does not protect patients from opioid
overuse disorder. And even beyond opioid use disorder,
opi oi ds can increase cardiovascul ar risks and suppress
the i mmune system anong ot her problens. They are
appropriate for some -- sone things.

MS. PAPADOPOULOS: Any final thoughts,

Adri ane?

MS. FUGH- BERMAN: Yes, just to say that
there's been sone attacking of the CDC guidelines here,
they're actually very rational. | just wanted to read
one thing which is who would disagree with the
statenment, clinicians should consider opioid treatnent
only if expected benefits for both pain and function
are anticipated to outweigh risks to the patient.

MS. PAPADOPOULQCS: Thank you, Adriane. |I'm
now going to turn it over to Dr. Sharon Hertz for our
cl osing remarks.

CLOSI NG REMARKS
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DR. HERTZ: Hi, all. Thank you for those of
you who have been able to stick out this very |ong day.
| know those chairs are not necessarily the nost
confortable plus all that you went through to get here.
Appreciate that effort.

Like I said this nporning, your comrents are
incredibly inportant to us. So, in addition to what
we' ve heard today, we're going to be reviewing all of
the comments that go to the docket. And in addition,
there will be a report fromthis neeting that's
ultimtely nmade avail abl e on our website as well.

| just want to nmention a couple of things that
we're trying to do to help. W have been witing the
New Opioid REMS, the risk evaluation and mtigation
strategy which requires manufacturers not to create
educati onal progranms but to fund them from accredited
CME providers so they have no input in the content. W
have created the bl ueprint.

The bl ueprint has been changed fromthe
original, which focuses on how to use the drugs, to a
nore conprehensi ve approach to pain nmanagenent and

that's what's expected in those educational prograns.
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There's already -- there's al so ongoing
federal efforts that will hopefully be hel pful
acknow edgi ng that we have to be extrenely careful to
avoi d uni ntended consequences. | just want to mention
that one of these efforts is the pain nanagement best
practices interagency task force, which was established
and mandated by the Conprehensive Addiction and
Recovery Act known as CARA of 2016.

The task force will propose updates and
recommendations to address gaps or inconsistencies in
pai n managenent best practices. The task force
i ncludes a broad spectrum of stakehol ders incl udi ng
pati ents, physicians, and experts in pain research as
wel | as others.

We had the inaugural neeting in My, |
represent our agency on this task force and that
meeting featured patient perspective as well as public
comments early on in the proceedings. Wen the task
force conpletes its devel opnment the proposed updates
and recomendati ons will be available for public
comment. So, we're trying, we're trying to do what we

can to help. Thank you once again.
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If -- well, for now put all comments into the
docket and if other things arise and you need to
contact us, there's a variety of ways to do that
including e-mailing our drug information people. They
provide me or others with coments directly and it's a
way to have a central focus for any kind of input from
patients outside. So thanks again, safe and hopefully
confortable travels hone.

| can touch base with you offline but
basically I was describing a task force that was
mandat ed by |l egislation that took place in 2016 but
"Il catch up with you. Thanks.

(Wher eupon, the nmeeting was concl uded at 4:10

P. M)

* * * * %
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CERTI FI CATE OF NOTARY PUBLI C

I, SAMUEL HONI G, the officer before whomthe
f oregoi ng proceedi ng was taken, do hereby certify that
t he proceedi ngs were recorded by nme and thereafter
reduced to typewriting under ny direction; that said
proceedings are a true and accurate record to the best
of my know edge, skills, and ability; that |I am neither
counsel for, related to, nor enployed by any of the
parties to the action in which this was taken; and,
further, that | amnot a relative or enployee of any
counsel or attorney enployed by the parties hereto, nor
financially or otherwi se interested in the outcone of

this action.

P

SAMUEL HONI G
Notary Public in and for the

State of Maryl and
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CERTI FI CATE OF TRANSCRI BER
[, JIMW JACOB, do hereby certify that this
transcript was prepared fromaudio to the best of ny

ability.

| am neither counsel for, related to, nor
enpl oyed by any of the parties to this action, nor
financially or otherw se interested in the outcone of

this action.

July 19, 2018

DATE JI Mw JACOB
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