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McGuinness, Sue

From: McGuinness, Sue
Sent:  Thursday, October 25, 2007 831 AM
To: '‘Cecelia DeMarie'

Cc: Sheri Gavinski; mdyer@roimg.com
Subject: Patient Tool Kit Module 6-9

Dear Cece,

Thank you for your recent unsolicited written request for scientific accuracy review (SAR) dated October 10, 2007.
Cephalon is committed to high quality continuing education and we thank you for your effort in putting together
this CME activity.

We would like to remind you of Cephalon’s guidelines regarding requests for scientific accuracy review: “All final
decisions regarding whether to modify the material based on any comments provided by Cephalon shall be at the
sole discretion of the IEP (Independent Education program) provider. Cephalon’s financial support may not be
conditioned on Cephalon conducting such a review. Non-medical/scientific Cephalon personnel must not have
any involvement, directly or indirectly, in the content or substance of a program.”

ESP PATIENT TOOL KIT MODULES 6-9

Module 8

e Page 2: perhaps for completeness, the list of side effects associated with opioid analgesics could include
dizziness, vomiting, and sleepiness.
Thank you for the opportunity to review,
Sue McGuinness on behalf of the Pain Medical Education Review Team
Sue L. McGuinness, Ph.D.
Manager, Medical Education
Scientific Communications
Cephalon, Inc.
41 Moores Road
Frazer, PA 19355
Telephone: (610) 738-6512
Blackberry: (484) 318-6589
FAX: (610) 883-5578

XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX)
Please be aware that FENTORA™ (fentanyl buccal tablet) and ACTIQ® (oral transmucosal fentany! citrate) are
classified as a schedule Il controlled substances [C-1] under the Controlled Substance Act.

Please be aware of some key safety messages that are essential to the safe use of these products:

. FENTORA and ACTIQ are indicated for the management of breakthrough pain in patients with cancer
who are already receiving and who are tolerant to opioid therapy for their underlying persistent cancer
pain.

. Patients considered opioid tolerant are those who are taking at least 60 mg oral morphine/day, at least
25 mcg of transdermal fentanyl/hour, at least 30 mg of oxycodone daily, at least 8 mg of oral
hydromorphone daily or an equianalgesic dose of another opioid for a week or longer.

. FENTORA and ACTIQ are contraindicated in the management of acute or postoperative pain, because
life-threatening hypoventilation could occur at any dose in patients not taking chronic opiates.

. FENTORA and ACTIQ must not be used in opioid nontolerant patients.

. No misuse of FENTORA and ACTIQ should occur.

o Unintended (accidental) exposure to FENTORA and ACTIQ should not occur.

. Instruct patients/caregivers that FENTORA and ACTIQ can be fatal to a child. Keep all units away from
children and discard properly.

J FENTORA is intended to be used only in the care of opioid tolerant cancer patients and only by
healthcare professionals who are knowledgeable of and skilled in the use of Schedule Il opioids to treat
cancer pain.

. ACTIQ is intended to be used only in the care of cancer patients and only by oncologists and pain

10/25/2007

Confidential
TEVA_MDL_A_00827658

P-08139_00003



Page 2 of 2 .

specialists who are knowledgeable of and skilled in the use of Schedule Il opioids to treat cancer pain.

FENTORA and ACTIQ contain fentanyl, a substance with an abuse liability similar to other opioid
analgesics. FENTORA and ACTIQ can be abused in a manner similar to other opioid agonists, legal or
illicit. This should be considered when prescribing or dispensing FENTORA or ACTIQ in situations where
the physician or pharmacist is concerned about an increased risk of misuse, abuse or diversion.
Schedule Il opioid substances which include morphine, oxycodone, hydromorphone, oxymorphone, and
methadone have the highest potential for abuse and risk of fatal overdose due to respiratory depression.

10/25/2007
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Chronic pain can make it difficult for you to enjoy your life, affecting you both

Physical Assessment

physically and emotionally. [Marcus/p1/911] The good news is, there’s hope
because treatments are available that may effectively treat your pain.
[Marcus/p5/9]2] Potential pain relief begins with a complete physical assessment
by your health care professional. The physical assessment your health care
provider will perform is vital for helping him or her to understand the nature and
extent of your pain, and will enable him or her to discuss treatment options with
you in order to prescribe the best treatment for you to help relieve your pain.

[Marcus/p4/1]2] [AMA/p6/c1/92]
There are three steps to a physical assessment

Health care professionals recogniZe that chronic pain is a complex disorder that
can affect you physically, emotionally, and socially. [Marcus/p1/q1]
[Disorbio/p2/c2/93] To fully understand your pain and how it is affecting you, your
health care professional must use a variety of assessment tools. There are three

steps to a physical assessment for chronic pain: [AMA/p6/c1/Box+c1/3]
1. Detailed medical history
2. Physical examination
3. Pain and other assessments

Your medical history—a glimpse into your past and present

Confidential TEVA_MDL_A_00827660
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Your health care professional will ask you a number of questions about your
health and medical history. While some of these questions may not seem directly
related to the pain you are having, your answers may provide important insights
into the type of pain you have and its cause. For example, he or she may ask you
whether you have a history of certain diseases such as diabetes, whether you
have ever been exposed to toxic substances, or whether you have a history of

alcoholism. All of these can contribute to chronic pain conditions. [AMA/p6/c1/9j4]

Your health care professional may also ask you about any over-the-counter
(OTC) and prescription medications you currently take and have taken in the past.
[Marcus/p4/1] [AMA/p6/c2/q]1] These include nutritional supplements, herbal
remedies, and vitamins, even though you may not think of them as medications. It

also includes your use of caffeine, alcohol, and illicit drugs.

When it comes to medications you have taken or are currently taking for pain,
your health care professional will want to know what has worked and not worked
in the past to relieve your pain. [AMA/p6/c2/11] Because the prescribing of some
pain medications, such as opioids, is carefully controlled by law, your health care
professional may also ask you about the pharmacies and any other health care
professionals you may use, and whether you have ever had a problem obtaining,

paying for, or taking your medications.

To make sure you get the best possible treatment for your pain, it is important that
you answer your health care professional’s questions completely and honestly.

Regardless of a person’s background and previous history, everyone with chronic

TEVA_MDL_A_00827661
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pain has a right to receive effective pain treatment. [APF/c1/Bullets 1+2] Your
health care professional will work with you to provide the right care for your set of

circumstances.

Your physical examination—a complete review

The physical examination your health care professional performs will include a
complete review of your physical and mental health so he or she knows exactly
how you are doing today. [AMA/p6/c2/{1] Components of the physical exam may

include:

¢ Psychological assessment—how you are feeling mentally and

emotionally

e Neurological assessment—how your nervous system is working

» Physical assessment—how you hold yourself when standing and walking,

your range of function and motion, and your physical strength

« Vital signs assessment—including your location and level of pain, body

temperature, blood pressure, heart rate, and breathing rate

How your pain makes you feel is as important as the pain itself, and is therefore
just as important to treat. Your health care professional may assess you for
psychological complications that often accompany chronic pain and can make it
even harder for you to function. [AMA/p5/c2/f/4] Anxiety, depression, and other

psychological disorders can make your pain worse and make it harder to treat.

TEVA_MDL_A_00827662
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[Marcus/p1/q]1] [AMA/p5/c2/914] If psychological complications are bothering you,
your health care professional can prescribe appropriate care, which may include
consultation with another type of health care professional. You may be treated
with non-drug therapies, medication therapy or a combination of both.

[AMA/p5/c2/94-p6/c1 1]

Your pain assessment—a key step in your treatment

Pain is subjective, which means that nobody but you knows exactly how it feels.
[AMA/p6/c1/92] This makes you the most qualified person to report on the pain
you are feeling. Your assessment is a key step in your treatment, and your health
care professional wants to hear everything you have to say. In assessing your
pain, your health care professional may ask you to explain: [Marcus/p4/1/1]

[AMA/p6/c2/Figure]

¢ Where on your body you feel your pain

¢ How and when your pain started

¢ What your pain feels like, how frequently it affects you and for how long

e Whether and how your pain has changed over time

« Your level of activity and ability to function before you had pain, and how

your pain interferes with your ability to function now

¢ What relieves your pain, and what makes your pain worse

TEVA_MDL_A_00827663
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When your health care professional assesses how your pain is affecting your
ability to function, he or she may want to know about your ability to perform
household chores, work, enjoy sports or hobbies, and sleep. [Marcus/p4/[3] It is
important that he or she understands how you were able to function before you
started having pain, and how and when your pain makes it more difficult for you '

to function now.

When assessing your pain, your health care professional will also want to know

about these specific pain characteristics: [AMA/p7/c2/Table]

e Location—do you feel your pain in one specific place or in many places?
Is it focused or does it seem to spread? Do you feel it at the surface of your

body or deep inside your body?

e Temporal—does your pain come on sharp and suddenly or gradually? Is it
present all the time or does it come and go? Does it remain steady all day

or occur at certain times of day or when you are doing a specific activity?

e Intensity—how strong is your pain? How is it when it is at its best and at its

worst? How is your pain right now?

e Quality—how would you describe your pain? Is it aching, throbbing,

stabbing, or burning?

o Factors—does your pain get better or worse when you do certain things,

such as lie down, stand up, cough, or sneeze? Is it better or worse when

TEVA_MDL_A_00827664
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you first wake up in the morning and how is it throughout the rest of the

day? How do you feel when you are ready to go to sleep? Can you sleep?

To measure the severity of your pain, your health care professional may use one
of several scales. You may be asked to rate your pain on a numeric scale from 0
to 10, with 0 being no pain and 10 being the worst pain you can imagine.

[AMA/p8/c2/3]

[INSERT GRAPHIC OF NUMERIC RATING SCALE]

Or, you may be asked to point to where your pain is on a line called a visual
analog scale or VAS. This scale has “No pain” at one end and “Worst possible

pain” at the other end. [AMA/p8/c2/94]

[INSERT GRAPHIC OF VISUAL ANALOG SCALE]

Another scale used often by health care professionals with children, elderly
people, and people with language barriers, is the “Faces” pain scale.
[AMA/p8/c1M3;p9/c1/92] Instead of using words or numbers, this scale uses
pictures of faces showing a range of emotions from very happy to very sad. The
person using this scale points to the expression that reflects how he or she feels

because of their pain.

[INSERT GRAPHIC OF FACES PAIN SCALE]

Other scales your health care professional may use to assess your pain are

designed to help him or her measure how your pain is affecting your quality of life

TEVA_MDL_A_00827665

P-08139_00010



Confidential

Cephalon—ESP Patient Tool Kit—Physical Assessment PRINT D1 9/28/07 7

and your ability to function. [AMA/p9/c1/]3] These measures take longer than the
simple pain intensity scales, but they give your health care professional greater

insight into how your pain makes you feel and how it is affecting your life.

No one assessment tool is better or worse than the other. Your health care
professional will select the best assessment tool for use related to your history

and current medical problem.
Get the most from your next office visit

Preparing in advance is a great way to get the most from each visit with your
health care professional. You can get the most from your next office visit by
answering the following questions about the pain you are having. Bring this with
you to your next visit and share the information with your health care
professional. This way, your health care professional will have the information he

or she needs to prescribe the best treatment for you.
My Pain Assessment

Today'’s date is:

Date my pain started:

What caused my pain:

How bad my pain feels at its best (rate your pain from 0 to 10, with 0 being no

pain at all and 10 being the worst pain you can imagine):

TEVA_MDL_A_00827666
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How bad my pain feels at its worst (rate your pain from 0 to 10, with 0 being no

pain at all and 10 being the worst pain you can imagine):

How bad my pain feels on average (rate your pain from 0 to 10, with 0 being no

pain at all and 10 being the worst pain you can imagine):

What my pain feels like: (for example, aching, throbbing, stabbing, burning)

How long does my pain last?

Where [ feel my pain: (mark focal points with a thick dot, draw a circle around

areas where pain spreads)

[INSERT GRAPHIC OF HUMAN BODY OUTLINE]

How my pain has changed over time:

Activities | did before my pain started:

Activities | can no longer do because of my pain:

Things that make my pain better:

Things that make my pain worse:

TEVA_MDL_A_00827667
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Pain treatments | have tried in the past:

Ask your health care professional about other modules in this series. For

additional information about assessing pain, visit these resources:

¢ American Pain Foundation

http://www.painfoundation.org

e American Society of Anesthesiologists

http://iwww.asahq.org/patientEducation/managepain.htm

« National Cancer Institute

htto.//www.cancer.gov/cancertopics/pdq/supportivecare/pain/Patient/page3
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Medium shot of health care

Cephalon—ESP Patient Tool Kit—Physical Assessment VIDEO D1 9/28/07 /egf’»s 019

Video

professional looking directly at the
camera, centered in the screen.

Logo:
Emerging Solutions in Pain

On-screen fext;

Physical Assessment

with

[Health care professional’s
name/credentials]

i1
£ i
¥ L.,./’

Hello. My name is thame]; Welcome to

Emerging Solutions in Pain Patient
Education Video Series. If you are
watching this video, it is because you
or someone you love has seen a health
care professional because of pain.
Before your health care professional
can treat your chronic pain effectively,
he or she must first perform a physical
assessment. This video will help you
understand what a physical
assessment entails so you can play an
active role in your care and help your
health care professional prescribe the
best treatment for you.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen images.

Montage of images appears as health
care professional speaks:

[GRAPHIC OF MIDDLE-AGED
WOMAN AT WORK]

[GRAPHIC OF ELDERLY MAN AND
WOMAN WALKING]

[GRAPHIC OF MIDDLE-AGED MAN
PLAYING WITH CHILD]

Chronic pain can make it difficult for
you to enjoy your life, affecting you
both physically and emotionally.
[Marcus/p1/9/1] The good news is,
there’s hope because treatments are
available that may effectively treat your
pain. [Marcus/p5/92] Potential pain
relief begins with a complete physical
assessment by your health care
professional. The physical assessment
your health care provider will perform is
vital for helping him or her to
understand the nature and extent of
your pain, and will enable him or her to
discuss treatment options with you in
order to prescribe the best treatment
for you to help relieve your pain.
[Marcus/p4/72] [AMA/p6/c1/2]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen ftext.

On-Screen text:

The three steps to a physical
assessment

(numbered items appear when
mentioned)

1. Detailed medical history
2. Physical examination

Health care professionals recognize
that chronic pain is a compiex disorder
that can affect you physically,
emotionally, and socially.
[Marcus/p1/9/1] [Disorbio/p2/c2/]3] To
fully understand your pain and how it is
affecting you, your health care
professional must use variety of
assessment tools. There are three
steps to a physical assessment for
chronic pain: [AMA/p6/c1/Box+c1/]3]

/
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3. Pain and other assessments

1. Detailed medical history
2. Physical examination
3. Pain assessment

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:

Your medical history—a glimpse
into your past and present

(bullets appear when mentioned)
o History of disease
o Exposure to toxic substances
o History of alcoholism
¢ OTC medications
s Prescription medications
o Caffeine use
o Alcohol use
o lllicit drug use

Your health care professional will ask
you a number of questions about your
health and medical history. While some
of these questions may not seem
directly related to the pain you are
having, your answers may provide
important insights into the type of pain
you have and its cause. For example,
he or she may ask you whether you
have a history of certain diseases
such as diabetes, whether you have
ever been exposed to toxic
substances, or whether you have a
history of alcoholism. All of these can
contribute to chronic pain conditions.
[AMA/p6/c1//4]

Your health care professional may also
ask you about any over-the-counter
(OTC) and prescription medications
you currently take and have taken in
the past. [Marcus/p4/[1]

[AMA/p6/c2/11] These include

nutritional supplements, herbal
remedies, and vitamins, even though
you may not think of them as
medications. It also includes your use
of caffeine, alcohol, and illicit drugs.

Cut to close-up shot of health care
professional.

When it comes to medications you
have taken or are currently taking for
pain, your health care professional will
want to know what has worked and not
worked in the past to relieve your pain.
[AMA/p6/c2/9/1] Because the
prescribing of some pain medications,
such as opioids, is carefully controlled
by law, your health care professional
may also ask you about the
pharmacies and any other health care
professionals you may use, and
whether you have ever had a problem
obtaining, paying for, or taking your
medications.

TEVA_MDL_A_00827671
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To make sure you get the best possible
treatment for your pain, it is important
that you answer your health care
professional’s questions completely
and honestly. Regardless of a person’s
background and previous history,
everyone with chronic pain has a right
to receive effective pain treatment.
[APF/c1/Buliets 1+2] Your health care
professional will work with you to
provide the right care for your set of
circumstances.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:

Your physical examination—a
complete review

(bullets appear as mentioned
separately; bold first, then light face
text. Light face text disappears after
mention)

e Psychological assessment—
how you are feeling mentally
and emotionally

¢ Neurological assessment—
how your nervous system is
working

* Physical assessment—how
you hold yourself when standing
and walking, your range of
function and motion, and your
physical strength

o Vital signs assessment—
including your location and level
of pain, body temperature, blood
pressure, heart rate, and
breathing rate

The physical examination your health
care professional performs will include
a complete review of your physical and
mental health so he or she knows
exactly how you are doing today.
[AMA/p6/c2/9]1] Components of the
physical exam may include:

o Psychological assessment—how
you are feeling mentally and
emotionally

* Neurological assessment—how
your nervous system is working

o Physical assessment—how you
hold yourself when standing and
walking, your range of function and
motion, and your physical strength

» Vital signs assessment—including
your location and level of pain, body
temperature, blood pressure, heart
rate, and breathing rate

Cut to close-up shot of health care
professional.

How your pain makes you feel is as
important as the pain itself, and is
therefore just as important to treat.
Your health care professional may
assess you for psychological
complications that often accompany

TEVA_MDL_A_00827672
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chronic pain and can make it even
harder for you to function.
[AMA/p5/c2/j4] Anxiety, depression,
and other psychological disorders can
make your pain worse and make it
harder to treat. [Marcus/p1/{[1]
[AMA/p5/c2/914] If psychological
complications are bothering you, your
health care professional can prescribe
appropriate care, which may include
consultation with another type of health
care professional. You may be treated
with non-drug therapies, medication
therapy or a combination of both.
[AMA/p5/c2/j4-p6/c1/1]

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text and image.

On-Screen text:

Your pain assessment—a key step
in your treatment

(each bullet appears with associated
graphic when mentioned, then
disappears when the next bullet with
graphic appears)

e Where on your body you feel

your pain

[GRAPHIC OF PERSON HOLDING A
PART OF HIS OR HER BODY]

¢ How and when your pain
started

[GRAPHIC OF PERSON AFTER A
CAR ACCIDENT]

o What your pain feels like, how
frequently it affects you, and
for how long

[GRAPHIC OF PERSON WITH
PAINED EXPRESSION]
o Whether and how your pain
has changed over time
[GRAPHIC OF PERSON HAVING
TROUBLE WALKING]

o Your level of activity and

Pain is subjective, which means that
nobody but you knows exactly how it
feels. [AMA/p6/c1/9]2] This makes you
the most qualified person to report on
the pain you are feeling. Your
assessment is a key step in your
treatment, and your health care
professional wants to hear everything
you have to say. In assessing your
pain, your health care professional
may ask you to explain:
[Marcus/p4/911] [AMA/p6/c2/Figure]

e Where on your body you feel your
pain

e How and when your pain started

e What your pain feels like, how
frequently it affects you and for how
long

e Whether and how your pain has
changed over time

e Your level of activity and ability to
function before you had pain, and
how your pain interferes with your
ability to function now

e What relieves your pain, and what
makes your pain worse

Confidential
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ability to function before you
had pain, and how your pain
interferes with your ability to
function now

[GRAPHIC OF HAPPY PERSON
PERFORMING AN ACTIVITY;
DISSOLVE TO PERSON WITH SAD
EXPRESSION LOOKING OUT A
WINDOW]

¢ What relieves your pain, and
what makes your pain worse
[GRAPHIC OF PERSON LYING
DOWN; DISSOLVE TO PERSON
COUGHING AND WINCING]

Cut to close-up shot of health care
professional.

When your health care professional
assesses how your pain is affecting
your ability to function, he or she may
want to know about your ability to
perform household chores, work, enjoy
sports or hobbies, and sleep.
[Marcus/p4/9]3] It is important that he or
she understands how you were able to
function before you started having
pain, and how and when your pain
makes it more difficult for you to
function now.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text and image.

On-Screen text:
Pain characteristics
(each bullet appears with associated
graphic when mentioned, then
disappears when the next bullet with
graphic appears)

e Location

[GRAPHIC OF PERSON IN PAIN
WITH BULLSEYE CIRCLE AROUND
HIS OR HER HIP, NECK, OR
SHOULDER]

e Temporal

[GRAPHIC OF PERSON IN PAIN
WITH IMAGE OF CLOCK]

When assessing your pain, your health
care professional will also want to
know about these specific pain
characteristics: [AMA/p7/c2/Table]

o Location—do you feel your pain in
one specific place or in many
places? Is it focused or does it seem
to spread? Do you feel it at the
surface of your body or deep inside
your body?

e Temporal—does your pain come on
sharp and suddenly or gradually? Is
it present all the time or does it come
and go? Does it remain steady all
day or occur at certain times of day
or when you are doing a specific
activity?

« Intensity—how strong is your pain?

TEVA_MDL_A_00827674
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o Intensity

[GRAPHIC OF PERSON IN PAIN
WITH “PAIN METER” IN
BACKGROUND; “NO PAIN”" AT LEFT
SIDE OF METER AND “WORST PAIN
POSSIBLE” AT RIGHT SIDE, WITH
NEEDLE CLOSER TO RIGHT THAN
LEFT]

o Quality
[GRAPHIC OF PERSON IN PAIN
WITH RIPPLE LINES AT A BODY
PART SUGGESTING THROBBING, A
KNIFE JABBING AT A BODY PART
SUGGESTING STABBING, OR A
FLAME SUGGESTING BURNING]

¢ Factors

[GRAPHIC OF PERSON WITH TWO
“THOUGHT BUBBLES;” A COMFY
BED IN ONE AND A HARD WOODEN
CHAIR WITH RED CIRCLE AROUND
IT WITH LINE THROUGH IT IN THE
OTHER]

How is it when it is at its best and at
its worst? How is your pain right
now?

e Quality—how would you describe

your pain? Is it aching, throbbing,
stabbing, or burning?

e Factors—does your pain get better

or worse when you do certain things,
such as lie down, stand up, cough,
or sneeze? Is it better or worse when
you first wake up in the morning and
how is it throughout the rest of the
day? How do you feel when you are
ready to go to sleep? Can you
sleep?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen images.

(graphics appear when mentioned and
disappear as next graphic appears)
[GRAPHIC OF NUMERIC RATING
SCALE]

[GRAPHIC OF VISUAL ANALOG
SCALE]

[GRAPHIC OF FACES PAIN SCALE]

To measure the severity of your pain,
your health care professional may use
one of several scales. You may be
asked to rate your pain on a numeric
scale from 0 to 10, with 0 being no
pain and 10 being the worst pain you
can imagine. [AMA/p8/c2/9[3]

Or, you may be asked to point to
where your pain is on a line, called a
visual analog scale or VAS. This
scale has “No pain” at one end and
“Worst possible pain” at the other end.
[AMA/p8/c2/1]4]

Another scale used often by health
care professionals with children,
elderly people, and people with
language barriers, is the Faces pain
scale. [AMA/p8/c1/M]3;p9/c1/2]
Instead of using words or numbers,
this scale uses pictures of faces
showing a range of emotions from very
happy to very sad. The person using
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this scale points to the expression that
reflects how he or she feels because
of their pain.

Cut to close-up shot of health care
professional.

Other scales your health care
professional may use to assess your
pain are designed to help him or her
measure how your pain is affecting
your quality of life and your ability to
function. [AMA/p9/c1/]3] These
measures take longer than the simple
pain intensity scales, but they give your
health care professional greater insight
into how your pain makes you feel and
how it is affecting your life.

No one assessment tool is better or
worse than the other. Your health care
professional will select the best
assessment tool for use related to your
history and current medical problem.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text and image.

On-screen text:
Get the most from your next office
visit
(bullets appear when mentioned)
e Today’s date
¢ Date pain started
¢ Cause of pain
e Best pain
¢ Worst pain
¢ Average pain
¢ How pain feels
¢ How long pain lasts
e Where pain is felt
¢ How pain has changed
o Activities before pain
+ Limitations since pain
¢ Makes pain better
¢ Makes pain worse

Preparing in advance is a great way to
get the most from each visit with your
health care professional. You can get
the most from your next office visit by
answering the following questions
about the pain you are having.

Start by writing today’s date at the top
of the paper.

Then write down the date your pain
started, and what was happening when
your pain occurred.

Then rate on a 0 to 10 scale, with 0
being no pain at all and 10 being the
worst pain you can imagine, how bad
your pain feels at its best, at its worst,
and how if feels on average.

Next, describe how your pain feels,
such as aching, throbbing, stabbing, or
burning, how long it lasts, and where it
is felt.

Then list the activities you used to
enjoy before your pain started, and the
things you can no longer do because of
your pain.

Write down the things that make your
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e Past treatments

pain feel better, and the things that
make your pain feel worse.

Finally, list all the past pain treatments
you have tried in the past.

Cut to close-up shot of health care
professional.

Bring this with you to your next visit
and share the information with your
health care professional. This way,
your health care professional will have
the information he or she needs to
prescribe the best treatment for you.

Camera slowly pulls back to wide shot
of health care professional behind
desk.

Logo:
Emerging Solutions in Pain
On-screen text:

Ask your health care professional
about other modules in this series.

For additional information about
assessing pain, visit these
resources:

e American Pain Foundation
http://www.painfoundation.org

e American Society of
Anesthesiologists
http://www.asahq.org/patientEdu
cation/managepain.htm

e National Cancer Institute
http://www.cancer.gov/cancerto
pics/pdg/supportivecare/pain/Pa
tient/page3
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Patient Pain Diary

Chronic pain can be difficult to live with. [Marcus/p1/]1] Fortunately, there are
treatments that can help you manage your pain and either reduce it, or in some
cases possibly even eliminate it. [Marcus/p5/912] Communicating with your health
care professional about your chronic pain is the key to developing an effective
pain management program. [AMA/p10/c1/9/4] [APF Notebook/p5/c1/{|4] The need
for open, honest and respectful communication between you and your health
care professional starts with your first office visit, and will continue for the life of

your relationship.
Diagnosis is your first step toward pain relief

Before your pain can be treated, it must be diagnosed. Your health care
professional will perform a thorough physical assessment to help determine
exactly what is causing your pain, and to understand the characteristics that
make your pain unique. Every person experiences pain differently, [APF Pain
Diary/p1/9]1] just as every person responds differently to different pain
treatments. [AHCPR/p32/#13] Knowing about your personal pain experience will
enable your health care professional to work with you to design a treatment plan

that best fits your needs.

During the physical assessment, your health care professional will take a detailed
medical history. [AMA/p6/Box+c1/4]3] He or she will also perform a physical
examination, and assess your pain according to several criteria. These criteria

include finding out when your pain occurs, how bad it is, how long it lasts, where

5‘4//'1%1,/;?,
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you feel it, what it feels like, and what makes it feel better and worse.
[AMA/p7/c2/Table] When you have chronic pain, it can be difficult to remember
the day-to-day details of what you are feeling. But that is exactly the information
your health care professional needs to know. For this reason, to get a better
understanding of your daily pain experience, he or she may ask you to keep a

patient pain diary. [AMA/p10/c1/M]4] [APF Pain Diary/p1/9[1]
The pain patient diary helps you remember

The pain patient diéry is a valuable tool for telling your health care professional
how you are feeling throughout the day and night. It lets you describe what is
happening while it is actually happening instead of trying to remember it later.
[APF Pain Diary/p1/911] The pain patient diary helps you create a picture of your
pain, so your health care professional can actually see how your pain was on
average, as well as when it felt better or worse. [APF Notebook/p5/c2/{|1] This
will be helpful when he or she is choosing your therapies. The pain tracking
information will help your health care professional determine what nondrug
therapies to recommend and which pain medication to prescribe and when and
how often you should take it. Your pain patient diary will help your health care
professional decide what treatment is best for you and will discuss his or her
recommendation with you. You might make entries hourly or just at certain times
of the day. [APF Notebook/p5/c2/f11] As shown in this sample diary below, the
hours of the day go from left to right. The level of pain you are having goes from

bottom to top, with “0” or “no pain” at the bottom and “10” or “worst pain
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imaginable” at the top. A simple way to fill out the diary is to make a mark such
as an “X” where the line showing the current time meets the line showing the
level of pain you are having at that time. In this example, the person was having

level 5 pain at 6:00 in the morning.

[GRAPHIC OF BLANK PAIN DIARY WITH AN “X” ONLY AT THE JUNCTION OF

LEVEL 5 PAIN AND 6AM]

As each day progresses, you can see how keeping track of your pain when it is
happening creates a picture of how you are feeling. In the sample diary below,
you can see that the person’s pain mostly goes up and down only slightly,
creating an average of about 5. However, you can also see that the person did
something at 3:00 in the afternoon that made the pain feel much better. The
person also had a number of pain “spikes” throughout the day. These spikes are
called breakthrough pain because they break through the medication being taken
to relieve the persistent pain and cause a drastic increase in pain for a short time.

[APF Notebook/p3/c2/94]

[GRAPHIC OF PAIN DIARY COMPLETED WITH “X"s FLUCTUATING
VARIABLY AT ALL POINTS BETWEEN AND INCLUDING 3.5 TO 6.5, WITH
ONE “X” AT 1.5 AT 3:00 PM AND “X"s RANGING FROM 8 TO 9.5 AT 8:00 AM,

12:30 PM, 6:00 PM, AND 11:00 PM]

Breakthrough pain can happen spur-of-the-moment or it can be related to a
certain activity, and it can become severe in as little as 3 to 5 minutes.

[Portenoy/p132/c1/42] Each episode of breakthrough pain may last an average of
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30 minutes, [Simmonds/p1103/c1/92] and people can experience an average of

6 episodes of breakthrough pain a day. [Portenoy/p132/c1/92]

Sometimes at the beginning of pain treatment or sometimes after being in
treatment for a long time, spikes of pain will occur right before the pain relief from
the medication you are taking begins to wear off. This is called end-of-dose
failure pain. It is different from breakthrough pain. End-of-dose failure pain occurs
at approximately the same time everyday and it is a good indication that you may
need a stronger, a longer-acting, or a more frequent dose of analgesic
medication. It usually indicates that your pain medication is no longer doing its
job. [http://mww.medscape.com/viewarticle/495071_7] Portenoy/p132/c1/]2]

[Simmonds/p1104/c1/9[1]

If this was your pain patient diary, your health care professional would look at the
current dose of around-the-clock pain medication you are taking to see whether it
may be wearing off at the times the breakthrough pain is occurring and is not
lasting long enough to keep the pain under control . [Portenoy/p132/c1/]2]. He or
she might also ask you whether there is something you were doing at those
times that may have caused your pain to get worse. [Portenoy/p132/c1/12] This
is called incident breakthrough pain. [Portenoy/p129/c1/9[2-c21[1]
[Simmonds/p1103/c3/92] Your health care proféssional may also ask about what

you think made your pain get better, as was shown in this example.

Depending upon the characteristics of your chronic pain, your health care

professional may ask you to keep a patient pain diary using more than just an
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“X.” He or she may ask you to use different color pens or different marks to
represent different kinds of pain or different locations where the pain occurs. In
this case, you might have more than one mark at each time when you record in

your diary.

[GRAPHIC OF MORE COMPLICATED DIARY USING DIFFERENT COLORS
TO SIGNIFY DIFFERENT BODY PARTS/TYPES OF PAINS (SEE EXAMPLE IN

BENNETT SLIDES)]

As you can see, the patient pain diary is an excellent way to keep track of your
pain. To help make the information in your diary more valuable, your health care

professional may also ask you to keep a daily pain log.

The daily pain log makes your pain diary more helpful

The daily pain log is an extension of your patient pain diary. It helps to answer
some of the questions your health care professional may have as he or she
reads your pain diary. [APF Notebook/p5/c2/{]2] The daily pain log is the place
where you can record the medications you are taking and when you took them
during the day. You can also write down events that may have caused your pain
to get worse, such as moving a certain way, coughing, or going to the bathroom.
[Portenoy/p132/c2/Table2] You can also make a note of times when you felt pain
relief. JAPF Notebook/p5/c2/4]2] Below is an example of how a completed pain

patient diary with daily pain log for one day might look.
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[GRAPHIC OF PAIN DIARY COMPLETED (NOT COLOR VERSION) WITH
CORRESPONDING PAIN LOG SHOWING “AROUND-THE-CLOCK
MEDICATION BEING TAKEN AT 6AM AND 6PM AND “BREAKTHROUGH PAIN

MEDICATION” BEING TAKEN WHEN PAIN SPIKES OCCURRED]

Start your diary right now!

Anytime is a good time to start your patient pain diary. Use the blank diary at the
end of this document to start your diary right now. Ask your health care
professional about the best way for you to record information in your diary. There
is no right or wrong way to do it. [APF Pain Diary/p1/92] Even if you cannot use
the diary every day, use it when you can. Even a little information will go a long
way toward helping your health care professional help you to relieve your pain so

you can feel better and have more ability to function.

Ask your health care professional about other modules in this series. For

additional information about assessing pain, visit these resources:

e American Pain Foundation

http.//iwww. painfoundation.org/Publications/Notebook.pdf

e American Pain Foundation

http.//iwww. painfoundation.org/page.asp ?file=documents/doc_038.htm

[pfd OF BLANK PATIENT PAIN DIARY WITH PAIN LOG]
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professional looking directly at the
camera, centered in the screen.

Logo:
Emerging Solutions in Pain

On-screen text:

Patient Pain Diary

with

[Health care professional’s
name/credentials]

. Audio  sc fo/6.,
Hello. My name is [name]. Welcome to
Emerging Solutions in Pain Patient
Education Video Series. If you are
watching this video, it is because you
or someone you love has seen a health
care professional because of pain. An
accurate diagnosis of your pain is
crucial for developing the right
treatment plan, but it can often be
difficult to remember all the details of
how you're feeling when speaking with
your health care professional. This
video will help you start and keep a
patient pain diary, so you have all the
information you need to work with your
health care professional in developing
a successful pain management
program.

Cut to close-up of health care
professional.

Chronic pain can be difficult to live
with. [Marcus/p1/9]1] Fortunately, there
are treatments that can help you
manage your pain and either reduce it,
or in some cases possibly even
eliminate it. [Marcus/p5/12]
Communicating with your health care
professional about your chronic pain is
the key to developing an effective pain
management program.
[AMA/p10/c1/914] [APF
Notebook/p5/c1/9/4] The need for open,
honest and respectful communication
between you and your health care
professional starts with your first office
visit, and will continue for the life of
your relationship.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:

Diagnosis is your first step toward
pain relief

(bullets appear when mentioned)
¢ Physical assessment

Before your pain can be treated, it
must be diagnosed. Your health care
professional will perform a thorough
physical assessment to help
determine exactly what is causing your
pain, and to understand the
characteristics that make your pain
unique. Every person experiences pain
differently, [APF Pain Diary/p1/]1] just

TEVA_MDL_A_00827686

P-08139_00031



Confidential

Cephalon—ESP Patient Tool Kit—Patient Pain Diary VIDEO D1 9/28/07 2

o Detailed medical
history

Physical examination
Pain assessment

as every person responds differently to
different pain treatments.
[AHCPR/p32/#13] Knowing about your
personal pain experience will enable
your health care professional to work
with you to design a treatment plan that
best fits your needs.

During the physical assessment, your
health care professional will take a
detailed medical history.
[AMA/p6/Box+c1/9[3] He or she will
also perform a physical examination,
and assess your pain according to
several criteria. These criteria include
finding out when your pain occurs, how
bad it is, how long it lasts, where you
feel it, what it feels like, and what
makes it feel better and worse.
[AMA/p7/c2/Table]

Cut to close-up of health care
professional.

When you have chronic pain, it can be
difficult to remember the day-to-day
details of what you are feeling. But that
is exactly the information your health
care professional needs to know. For
this reason, to get a better
understanding of your daily pain
experience, he or she may ask you to
keep a patient pain diary.
[AMA/p10/c1/914] [APF Pain
Diary/p1/1]

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
The pain patient diary helps you
remember
(bullets appear when mentioned)
¢ How you are feeling
¢ What is happening, when it's
happening
e A picture of your pain

The pain patient diary is a valuable tool
for telling your health care professional
how you are feeling throughout the
day and night. It lets you describe what
is happening while it is actually
happening instead of trying to
remember it later. [APF Pain
Diary/p1/]1] The pain patient diary
helps you create a picture of your pain
so your health care professional can
actually see how your pain was on
average, as well as when it felt better
or worse. [APF Notebook/p5/c2/1[1]
This will be helpful when he or she is
choosing your therapies. The pain

TEVA_MDL_A_00827687

P-08139_00032



Confidential

Cephalon—ESP Patient Tool Kit—Patient Pain Diary VIDEO D1 9/28/07 3

tracking information will help your
health care professional determine
what nondrug therapies to recommend
and which pain medication to prescribe
and when and how often you should
take it.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text and image.

On-Screen text:
Patient Pain Diary

[GRAPHIC OF BLANK PAIN DIARY.
HIGHLIGHT ‘X’ AXIS (HOURS) WHEN
MENTIONED AND HIGHLIGHT ‘Y’
AXIS (PAIN LEVEL) WHEN
MENTIONED. HIGHLIGHT “0=NO
PAIN” WHEN MENTIONED, AND
HIGHLIGHT “10=WORST PAIN
IMAGINABLE” WHEN MENTIONED.
“X” APPEARS AT THE JUNCTION OF
LEVEL 5 PAIN AND 6 AM WHEN
MENTIONED]

Your pain patient diary will help your
health care professional decide what
treatment is best for you and will
discuss his or her recommendation
with you. You might make entries
hourly or just at certain times of the
day. [APF Notebook/p5/c2/(1] As
shown in this sample diary below, the
hours of the day go from left to
right. The level of pain you are
having goes from bottom to top, with
“0” or “no pain” at the bottom and
“10” or “worst pain imaginable” at
the top. A simple way to fill out the
diary is to make a mark such as an “X”
where the line showing the current time
meets the line showing the level of pain
you are having at that time. In this
example, the person was having level
5 pain at 6:00 in the morning. '

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text and image.

On-Screen text:
Patient Pain Diary

[GRAPHIC OF PAIN DIARY FROM
PREVIOUS SCREEN, AND SLOWLY
WIPE AS HEALTH CARE
PROFESSIONAL SPEAKS FROM
LEFT TO RIGHT TO REVEAL A
COMPLETED DIARY AS FOLLOWS:
‘X"s FLUCTUATING VARIABLY AT
ALL POINTS BETWEEN AND
INCLUDING 3.5 TO 6.5, WITH ONE
‘X" AT 1.5 AT 3:00 PM AND “X’s
RANGING FROM 8 TO 9.5 AT 8:00
AM, 12:30 PM, 6:00 PM, AND 11:00
PM. CIRCLE OR HIGHLIGHT SPIKES
WHEN MENTIONED]

As each day progresses, you can see
how keeping track of your pain when it
is happening creates a picture of how
you are feeling. In the sample diary
below, you can see that the person’s
pain mostly goes up and down only
slightly, creating an average of about 5.
However, you can also see that the
person did something at 3:00 in the
afternoon that made the pain feel much
better. The person also had a number
of pain “spikes” throughout the day.
These spikes are called breakthrough
pain because they break through the
medication being taken to relieve the
persistent pain and cause a drastic
increase in pain for a short time. [APF
Notebook/p3/c2/9i4]
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Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Breakthrough Pain
(bullets appear when mentioned)
o Spur-of-the-moment
o Activity-related
¢ Severe in 3-5 minutes
o Last an average of 30 minutes
e Average 6 episodes a day

Breakthrough pain can happen spur-
of-the-moment or it can be related to
a certain activity, and it can become
severe in as little as 3 to 5 minutes.
[Portenoy/p132/c1/912] Each episode of
breakthrough pain can last an average
of 30 minutes,
[Simmonds/p1103/c1/§2] and people
can experience an average of 6
episodes of breakthrough pain a day.
[Portenoy/p132/c1/2]

Sometimes at the beginning of pain
treatment or sometimes after being in
treatment for a long time, spikes of
pain will occur right before the pain
relief from the medication you are
taking begins to wear off. This is called
end-of-dose failure pain. It is different
from breakthrough pain. End-of-dose
failure pain occurs at approximately the
same time everyday and it is a good
indication that you may need a
stronger, a longer-acting, or a more
frequent dose of analgesic medication.
It usually indicates that your pain
medication is no longer doing its job.
[http://www.medscape.com/viewarticle/
495071 _7] Portenoy/p132/c1/42]
[Simmonds/p1104/c1/1]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Causes of Breakthrough Pain
(bullets appear when mentioned)
¢ ATC medication wearing off
(“end-of-dose pain”)

¢ Certain activities (“incident
pain”)

If this was your pain patient diary, your
health care professional would look at
the current dose of around-the-clock
pain medication you are taking to see
whether it may be wearing off at the
times the breakthrough pain is
occurring and is not lasting long
enough to keep the pain under control.
[Portenoy/p132/c1/4]2] He or she might
also ask you whether there is
something you were doing at those
times that may have caused your pain
to get worse. [Portenoy/p132/c1/2]
This is called incident breakthrough
pain. [Portenoy/p129/c1/2-c2M1]
[Simmonds/p1103/c3/92] Your health
care professional may also ask about
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what you think made your pain get
better, as was shown in this example.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen image.

[GRAPHIC OF MORE COMPLICATED
DIARY USING DIFFERENT COLORS
TO SIGNIFY DIFFERENT BODY
PARTS/TYPES OF PAINS (SEE
EXAMPLE IN BENNETT SLIDES)]

Depending upon the characteristics of
your chronic pain, your health care
professional may ask you to keep a
patient pain diary using more than just
an “X.” He or she may ask you to use
different color pens or different marks
to represent different kinds of pain or
different locations where the pain
occurs. In this case, you might have
more than one mark at each time when
you record in your diary.

Cut to close-up shot of health care
professional.

As you can see, the patient pain diary
is an excellent way to keep track of
your pain. To help make the
information in your diary more
valuable, your health care professional
may also ask you to keep a daily pain
log.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text and image.

On-Screen text:

The daily pain log makes your pain
diary more helpful

(bullets appear when mentioned)
¢ Medications you are taking
¢ What time they were taken
¢ Events that made pain worse
¢ When you felt pain relief

(replace bullets with image when
mentioned)

[GRAPHIC OF PAIN DIARY
COMPLETED (NOT COLOR
VERSION) WITH CORRESPONDING
PAIN LOG SHOWING “AROUND-
THE-CLOCK MEDICATION BEING
TAKEN AT 6 AM AND 6 PM AND
“‘BREAKTHROUGH PAIN
MEDICATION” BEING TAKEN WHEN
PAIN SPIKES OCCURRED]

The daily pain log is an extension of
your patient pain diary. It helps to
answer some of the questions your
health care professional may have as
he or she reads your pain diary. [APF
Notebook/p5/c2/9]2] The daily pain log
is the place where you can record the
medications you are taking and when
you took them during the day. You can
also write down events that may have
caused your pain to get worse, such as
moving a certain way, coughing, or
going to the bathroom.
[Portenoy/p132/c2/Table2] You can
also make a note of times when you
felt pain relief. [APF
Notebook/p5/c2/92] Below is an
example of how a completed pain
patient diary with daily pain log for one
day might look.

Cut to close-up shot of health care

Anytime is a good time to start your
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professional.
Start your diary right now!

patient pain diary. Ask your health care
professional to give you some blank
diaries to get started, and ask him or
her about the best way for you to
record information in your diary. There
is no right or wrong way to do it. [APF
Pain Diary/p1/]2] Even if you cannot
use the diary every day, use it when
you can. Even a little information will
go a long way toward helping your
health care professional help you to
relieve your pain so you can feel better
and have more ability to function.

Camera slowly pulls back to wide shot
of health care professional behind
desk.

Logo:

Emerging Solutions in Pain
On-screen text:

Ask your health care professional
about other modules in this series.
For additional information about
assessing pain, visit these
resources:

e American Pain Foundation
http://www.painfoundation.org/P
ublications/Notebook.pdf

e American Pain Foundation
http://www.painfoundation.org/p

age.asp?file=documents/doc_03
8.htm
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Among the many treatments that are available to help relieve moderate-to-severe
chronic pain, opioid analgesics are the most widely prescribed type of
medication. [AHCPR/p37/92] This is because opioid analgesics are usually
effective and because there are so many different types, they offer flexible ways

to take them. [AHCPR/p37/9]2]
Different formulations for different people

Opioid analgesics come in short- and long-acting formulations, some are more
potent than others, and some start working faster than others. [ACPA/p14/92+3]
These differences make individual opioid analgesics suitable for treating certain
types of pain. Some are better for use around-the-clock to treat persistent pain
(pain that is always present), and others are better for treating different types of

breakthrough pain. [ACPA/p14/4]3]

Opioid analgesics are also available in a wide variety of delivery systems
including tablet, lozenge, capsule, liquid, suppository, skin patch, nasal spray,
injection, implantable pump, and patient-controlled ahalgesia (PCA) pump.
[AHCPR/p40/1-p43/3] These various methods of delivery exist to help ensure
that everyone who needs opioid analgesia can get the treatment he or she

needs.

Safety and side effects
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Opioid analgesics may cause some side effects including constipation, nausea, i 220720
VoYL H‘ng

confusion, tiredness, rash and difficulty breathing. [AHCPR/p37/{]3] Some of .
(et ﬁlgeifi nes s

Py

?
these side effects may occur more?gfvtzen in people over 70 years of age, in men

compared to women, and in blacks compared to whites. [Swegle/p1347/c1/9[2+3-
c2/91] Fortunately, these side effects can usually be managed, and in many
cases, your health care professional can help you avoid them.

[Swegle/p1347/c2/94;p1348/c1/M[4-c2/q[1;p1350/c1/q12+c2/]]2-4,p1353/c1/[1]

Opioid addiction is rare in people with chronic pain

People are sometimes nervous about taking opioid analgesics because they are
afraid they will become addicted. [ACPA/p18/92] Addiction rarely occurs in
people who take opioid analgesics as prescribed for chronic pain.

[AHCPR/p38/]1-3]

Addiction is when a person: [ACPA/p18/1]2]

* Has an irresistible craving for a certain type of drug

* Loses the ability to control the use of a drug and takes it without following
the prescribed orders (usually seeking and taking the drug in greater

quantity and more frequently)

¢ Uses a drug even in the face of harmful consequences, such as losing

friends and family or one’s job

Some symptoms look like addiction, but they are not
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Even though addiction is rare in people who take opioid analgesics for chronic
pain, it can occur. Addiction can happen with opioids because they affect certain
chemicals in the brain that can make a person feel like they “need” the drug,
much like the way a person needs food. However, some symptoms may look like
addiction even though they are not. These symptoms include tolerance, physical

dependence, and pseudo (or false) addiction.

¢ Tolerance

After taking opioid analgesics for awhile, some people find that they need
more medication to get pain relief. [AHCPR/p38/9]1-3+5] This is not a sign
of addiction. It is called tolerance. Tolerance is when you need increasing
amounts of an opioid analgesic to control your pain. Sometimes the need
for more pain medication may indicate that the disease causing your pain
is getting worse. [AHCPR/p38/9[5] For this reason, you should tell your

health care professional if you feel that you need more pain medication to

maintain your pain relief so he or she can review your overall health status.

¢ Physical dependence
In some cases, opioid pain medication needs to be stopped or the dose
decreased rapidly because of another medical treatment. [AHCPR/p38/14]
Sudden stoppage of the drug may also happen when your opioid analgesic
interacts with another drug you may be taking. [ACPA/p18/44] When you
suddenly stop taking the drug, you may feel anxious or upset. You may

also have hot flashes or chills, feel pain in your joints where you did not
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feel pain before, or eXperience other symptoms such as tearing eyes, stuffy
nose, nausea, vomiting, stomach cramps, or diarrhea. [AHCPR/p38/1[3]
These are not signs that you have become addicted to your opioid
medication. It means that your body has become physically dependent on
it. [AHCPR/p38/9]1-3] Physical dependence (also sometimes called
withdrawal) is when your body shows signs of iliness or discomfort when
the drug is no longer available. [ACPA/p18/4]3] Physical dependence is
normal in any person who takes certain types of drugs for a long time.
[ACPA/p18/14] If your dose of opioid analgesic needs to be stopped or
reduced, your health care professional may prescribe a specific schedule
of tapering (gradually reducing the amount and frequency) of the drug dose
to help avoid or minimize the symptoms of withdrawal. Sometimes drug
withdrawal requires admission to a facility that specializes in this process

and offers around-the-clock comprehensive medical support.

Pseudoaddiction

When pain management is not as effective as it could be, it can cause
some people with chronic pain to act out in ways that they normally would
not if their pain was under control. [ACPA/p19/94] These behaviors may
include taking pain medication more often than prescribed by a health care
professional, or taking higher doses than prescribed in an effort to get
better pain relief. [ACPA/p19/{/4] These may seem like the actions of an
addict, but they are not. They are the actions of a person who is still in pain

despite their treatment. If you find that your pain treatment is no longer as
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effective as it used to be, do not start taking more medication or medication
more often on your own. Do not self-medicate with other pain relievers or
illicit (illegal) drugs and alcohol. Talk to your health care professional first
so he or she can reassess your condition and prescribe a dose adjustment

to help you get better pain relief.
Honesty is the best care

In order to provide the best possible care, your health care professional needs to
know what is going on. He or she needs to have an open, honest and respectful
dialogue with you at all times about your pain and whether it is being controlled.
This is particularly important when you are taking opioid analgesics because they
are controlled substances. [FSMB/p3/§2] That means that they are regulated by

federal and state laws that carefully restrict their use. [USDEA/p8/1[6]

Health care professionals, including those who prescribe opioid analgesics and
the pharmacists who dispense them, are responsible for making sure the opioid
medication you are taking is being taken as prescribed. [USDEA/p8/6] The bond
that you develop with your health care professional is vital for ensuring that you

receive the best possible treatment for your chronic pain.
Everyone has a right to effective pain relief

When being open and honest with your health care professional, be sure to tell
him or her if you have ever used illicit drugs or if you use illicit drugs now. This

does not mean that your health care professional will not provide an opioid

!
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analgesic for your chronic pain if that is what is appropriate. It is particularly
important to know because drugs can interact with one another and cause

possible serious side effects. [ACPA/p5/]3]

Everyone has a right to be treated appropriately for their pain,
[APF/p1/c1M]1+Bullets 1+2] and your health care professional is committed to
doing everything he or she can to help. [FSMB/p2/§7] To help ensure that your
pain management needs are being met, and that the laws concerning the use of
opioid analgesics are also being met, your health care professional will need to
thoroughly document everything related to your care. [FSMB/p3/[4] He or she
will do this regardless of whether or not you have a history of illicit drug use to
help ensure that every person is treated fairly and with respect.
[Gourlay/p111/c2/912] Doing so will also help ensure that every person receives

the best possible care so they can lead happier and more productive lives.

Ask your health care professional about other modules in this series. For

additional information about opioid analgesics, visit these resources:

¢ American Pain Foundation

http.//www.painfoundation.org/Library/Opioid TherapyforChronicPain.pdf

¢ American Pain Society

http.//www.ampainsoc.org/advocacy/opioids.htm
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Medium shot of health care
professional looking directly at the
camera, centered in the screen.

Logo:
Emerging Solutions in Pain

On-screen text:

All About Opioids

with

[Health care professional’s
name/credentials]

Hello. My name is [name]. Welcome to
Emerging Solutions in Pain Patient
Education Video Series. If you are
watching this video, it is because you
or someone you love has seen a health
care professional because of pain. If
you have moderate or severe chronic
pain, there is a good chance your
health care professional may prescribe
an opioid analgesic. [AHCPR/p37/2]
This video will tell you what you need
to know about opiocid analgesics, so
you can be a partner with your health
care professional and play an active
role in deciding which pain treatments
are right for you.

Cut to close-up of health care
professional.

Among the many treatments that are
available to help relieve moderate-to-
severe chronic pain, opioid analgesics
are the most widely prescribed type of
medication. [AHCPR/p37/{2]

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:

Opioid analgesics

(bullets appear when mentioned)
o Effective
¢ Flexible

This is because opioid analgesics are
usually effective and because there
are so many different types, they offer
flexible ways to take them.
[AHCPR/p37M12]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Different formulations for different
people
(bullets appear when mentioned)
e Short-acting
e Long-acting
¢ Persistent pain
e Breakthrough pain

Opioid analgesics come in short- and
long-acting formulations, some are
more potent than others, and some
start working faster than others.
[ACPA/p14/12+3] These differences
make individual opioid analgesics
suitable for treating certain types of
pain. Some are better for use around-
the-clock to treat persistent pain (pain
that is always present), and others are
better for treating different types of
breakthrough pain. [ACPA/p14/9]3]

Remain on medium shot of health care

Opioid analgesics are also available in
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professional to the side of the screen to
permit on-screen text.

On-Screen text:
Variety of delivery systems
(bullets appear when mentioned)
o Tablet
o Lozenge
o Capsule
e Liquid
o Suppository
o Skin patch
o Nasal spray
¢ Injection
¢ Implantable pump

* Patient-controlled analgesia
(PCA) pump

a wide variety of delivery systems
including tablet, lozenge, capsule,
liquid, suppository, skin patch,
nasal spray, injection, implantable
pump, and patient-controlled
analgesia (PCA) pump.
[AHCPR/p40/91-p43M3] These various
methods of delivery exist to help
ensure that everyone who needs opioid
analgesia can get the treatment he or
she needs.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:

Safety and side effects

(bullets appear when mentioned)
o Constipation
e Nausea
e Confusion
e Tiredness
¢ Rash
o Difficulty breathing

- Qonld be

Opioid analgesics may cause some

side effects including constipation,

nausea, confusion, tiredness, rash

and difficulty breathing.

[AHCPR/p37/3] .
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Cut to close-up of health care
professional.

Some of these side effects may occur
more often in people over 70 years of
age, in men compared to women, and
in blacks compared to whites.
[Swegle/p1347/c1Mj2+3-c2/[1]
Fortunately, these side effects can
usually be managed, and in many
cases, your health care professional
can help you avoid them.
[Swegle/p1347/c2/914;p1348/c1/94-
c2M1;p1350/c1M[2+c2/]2-

4:p1353/c1M]1]
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Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Opioid addiction is rare in people
with chronic pain
(bullets appear when mentioned)
s lrresistible craving
o Loss of control
¢ Use despite harm

People are sometimes nervous about
taking opioid analgesics because they
are afraid they will become addicted.
[ACPA/p18/9]2] Addiction rarely occurs
in people who take opioid analgesics
as prescribed for chronic pain.
[AHCPR/p38/11-3]
Addiction is when a person:
[ACPA/p18M2]

¢ Has an irresistible craving for a

certain type of drug

o Loses the ability to control the
use of a drug and takes it without
following the prescribed orders
(usually seeking and taking the
drug in greater quantity and more
frequently)

e Uses a drug even in the face of
harmful consequences, such
as losing friends and family or
one’s job

Cut to close-up shot of health care
professional.

Some symptoms look like addiction,
but they are not

Even though addiction is rare in people
who take opioid analgesics for chronic
pain, it can occur. Addiction can
happen with opioids because they
affect certain chemicals in the brain
that can make a person feel like they
“need” the drug, much like the way a
person needs food. However, some
symptoms may look like addiction even
though they are not. These symptoms
include tolerance, physical
dependence, and pseudo (or false)
addiction.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Tolerance
(bullets appear when mentioned)

¢ Need for increased amounts of
opioid analgesic to control
pain

After taking opioid analgesics for
awhile, some people find that they
need more medication to get pain
relief. [AHCPR/p38/91-3+5] This is not
a sign of addiction. It is called
tolerance. Tolerance is when you need
increasing amounts of an opioid
analgesic to control your pain.
Sometimes the need for more pain
medication may indicate that the
disease causing your pain is getting
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worse. [AHCPR/p38A15] For this
reason, you should tell your health care
professional if you feel that you need
more pain medication to maintain your
pain relief so he or she can review your
overall health status.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Physical dependence
(bullets appear when mentioned)

* Symptoms when opioid
analgesic is stopped or dose
is rapidly decreased

e Anxious and upset
e Hot flashes or chills
¢ Joint pain

e Tearing eyes

o Stuffy nose

¢ Nausea

e Vomiting

e Stomach cramps

e Diarrhea

In some cases, opioid pain medication
needs to be stopped or the dose
decreased rapidly because of another
medical treatment. [AHCPR/p38/[4]
Sudden stoppage of the drug may also
happen when your opioid analgesic
interacts with another drug you may be
taking. [ACPA/p18/f]4] When you
suddenly stop taking the drug, you
may feel anxious or upset. You may
also have hot flashes or chills, feel
pain in your joints where you did not
feel pain before, or experience other
symptoms such as tearing eyes,
stuffy nose, nausea, vomiting,
stomach cramps, or diarrhea.
[AHCPR/p38/93] These are not signs
that you have become addicted to your
opioid medication. It means that your
body has become physically
dependent on it. [AHCPR/p38/11-3]
Physical dependence (also sometimes
called withdrawal) is when your body
shows signs of iliness or discomfort
when the drug is no longer available.
[ACPA/p18M13]

Cut to close-up shot of health care
professional.

Physical dependence is normal in any
person who takes certain types of
drugs for a long time. [ACPA/p18/94] If
your dose of opioid analgesic needs to
be stopped or reduced, your health
care professional may prescribe a
specific schedule of tapering (gradually
reducing the amount and frequency) of
the drug dose to help avoid or minimize
the symptoms of withdrawal.
Sometimes drug withdrawal requires
admission to a facility that specializes
in this process and offers around-the-
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clock comprehensive medical support.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Pseudoaddiction
(bullets appear when mentioned)

* Pain management is not
effective

o Taking pain medication more
often than prescribed

¢ Taking higher pain medication
doses than prescribed

When pain management is not as
effective as it could be, it can cause
some people with chronic pain to act
out in ways that they normally would
not if their pain was under control.
[ACPA/p19/M14] These behaviors may
include taking pain medication more
often than prescribed by a health care
professional, or taking higher doses
than prescribed in an effort to get
better pain relief. [ACPA/p19/{j4] These
may seem like the actions of an addict,
but they are not. They are the actions
of a person who is still in pain despite
their treatment. If you find that your
pain treatment is no longer as effective
as it used to be, do not start taking
more medication, or medication more
often on your own. Do not self-
medicate with other pain relievers or
illicit (illegal) drugs and alcohol. Talk to
your health care professional first so he
or she can reassess your condition and
prescribe a dose adjustment to help
you get better pain relief.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Honesty is the best care
(bullets appear when mentioned)

¢ Maintain an open, honest and
respectful dialogue between
you and your health care
professional

In order to provide the best possible
care, your health care professional
needs to know what is going on. He or
she needs to have an open, honest
and respectful dialogue with you at
all times about your pain and whether it
is being controlled. This is particularly
important when you are taking opioid
analgesics because they are controlled
substances. [FSMB/p3/92] That means
that they are regulated by federal and
state laws that carefully restrict their
use. [USDEA/p8/§[6]

Cut to close-up shot of health care
professional.

Health care professionals, including
those who prescribe opioid analgesics
and the pharmacists who dispense
them, are responsible for making sure
the opioid medication you are taking is
being taken as prescribed.
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[USDEA/p8/M6] The bond that you
develop with your health care
professional is vital for ensuring that
you receive the best possible treatment
for your chronic pain.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen image.

On-Screen text:

Everyone has a right to effective
pain relief

[GRAPHIC OF PAIN BILL OF RIGHTS]

When being open and honest with your
health care professional, be sure to tell
him or her if you have ever used illicit
drugs or if you use illicit drugs now.
This does not mean that your health
care professional will not provide an
opioid analgesic for your chronic pain if
that is what is appropriate. It is
particularly important to know because
drugs can interact with one another
and cause possible serious side
effects. [ACPA/p5/43] Everyone has a
right to be treated appropriately for
their pain, [APF/p1/c1/q[1+Bullets 1+2]
and your health care professional is
committed to doing everything he or
she can to help. [FSMB/p2/[7]

Cut to close-up shot of health care
professional.

To help ensure that your pain
management needs are being met, and
that the laws concerning the use of
opioid analgesics are also being met,
your health care professional will need
to thoroughly document everything
related to your care. [FSMB/p3/1/4] He
or she will do this regardless of
whether or not you have a history of
illicit drug use to help ensure that every
person is treated fairly and with
respect. [Gourlay/p111/c2/12] Doing so
will also help ensure that every person
receives the best possible care so they
can lead happier and more productive
lives.

Camera slowly pulls back to wide shot
of health care professional behind
desk.

Logo:
Emerging Solutions in Pain
On-screen text:

Confidential

Ask your health care professional
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about other modules in this series.

For additional information about
opioid analgesics, visit these
resources:

* American Pain Foundation
http://www.painfoundation.org/Li
brary/Opioid TherapyforChronicP
ain.pdf

* American Pain Society
http://www.ampainsoc.org/advoc
acy/opioids.htm
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Opioid analgesics are the most frequently prescribed treatment for people with
moderate-to-severe chronic pain. [AHCPR/p27/{]2] This is because opioid
analgesics are generally effective for many types of chronic pain and are

available in many different flexible dosing options. [AHCPR/p27/12]

Like other prescription medications, opioid analgesics should only be taken as
directed, and only by the person for whom they have been prescribed. This is
especially important because opioid analgesics are controlled substances, which
means that their prescription is regulated by federal and state laws. Opioids are
classified as controlled substances because they have the potential to be

misused or abused. [FSMB/p3/2] [USDOJ/p1/91];p2/1I6]

Before a health care professional prescribes an opioid analgesic for your chronic
pain, he or she will discuss with you the potential pluses (benefits) and minuses
(risks) of taking the medication. He or she may also educate you by showing you
a video, offering you a booklet such as this one, or directing you to an
educational website. [FSMB/p4/92] This will enable you to make an informed and
educated choice about whether opiocid analgesics are right for you. This is called
“informed consent,” which is explained in detail in Module 4 of the Emerging

Solutions in Pain Patient Tool Kit.

After your health care professional has explained the potential benefits and risks
of opioid therapy to you, he or she may ask that you both sign an agreement to

show that you give your informed consent to receiving opioid therapy.
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[Heit/p1/]1] This agreement is often called an “opioid treatment agreement,” but
it may also be called a “treatment agreement” or sometimes a “contract,”
[Heit/p1/9]1] [Gourlay/p110/c1/914] [Stoppain/p1/9[1] [Hriharan/p485/c2/§]3] even

- though it is not legally binding. [stoppain.org/p1/4]1] However, an opioid
agreement does a lot more than just verify that you have given your informed
consent to opioid treatment. It also forms the foundation of how you and your
health care provider will work together to make sure that the opioid treatment he

or she has prescribed will meet your pain relief needs. [Heit/p1/93]
Opioid agreements establish expectations

When you are being treated for chronic pain with opioid analgesics, the
partnership you develop with your health care professional will be the key to your

treatment success. [Heit/p1/§]3] With this partnership come certain expectations.

¢ You should expect that your health care professional will take seriously
how you say your pain feels, and that you will be treated with dignity and

respect. [APF/p1/c1/]1+Bullets 1+2]

¢ Your health care professional should expect that you will take your
medication as prescribed, and that you will be open and honest about your

pain and its treatment at all times. [Heit/p1/4[3]
Opioid agreements outline responsibilities

The opioid agreement identifies both your responsibility to your health care

professional and your health care professional’s responsibility to you.
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[Heit/p1/4]3;p3M4] Your responsibilities include using only one physician and only
one pharmacy for opioid prescribing and dispensing, [Heit/p3/[7] scheduling and
attending office visits to review your treatment plan and to obtain prescriptions for
medication refills, [Heit/p3/9[12], and giving your health care professional
permission to speak with appropriate sources on your behalf [Heit/p4/{]3] It is also
your responsibility to bring your medications in their original bottles to each office
visit. [Heit/p3/912] Your health care professional’s responsibilities include
prescribing opioid medication refills only during regular office hours, and
assessing, reassessing, and monitoring your treatment prbgress. [Heit/p3/913]
Your health care professional is also responsible for referring you for care to
another medical specialist for consultation or treatment, if the medical need
arises. This medical specialist may include, but is not limited to, a physical
therapist, a psychologist, or psychiatrist. Sorﬁetimes a pain practice includes a
full complement of medical specialists, other medical practices do not. A single
clinician practice will typically refer you to medical specialists in your geographic
location. If you reside in an extremely rural location, your health care
professional may only have access to other medical consultation by using the
Internet. It is also the responsibility of your health care professional to coordinate
and communicate with the other members of your health care team and discuss

the results of the communicétions with you.

Health care professionals also need to know when treatment is not working and
when to refer you to other treatment options. The opioid treatment agreement

should also address the circumstances under which your relationship with your

TEVA_MDL_A_00827709

P-08139_00054



Cephalon—ESP Patient Tool Kit—Opioid Agreements PRINT D1 10/1/07 4

health care professional will end. The primary reason for ending the relationship
is generally criminal activity associated with inappropriate use of your prescribed
opioid, but there may be other reasons, such as ineffective response (the drugs
are not reducing the pain) to several trials of opioid analgesics. It is important to
know that your health care professional cannot just stop taking care of you. He or
she must offer you an alternative to their own care and provide you with |

adequate medication until the new care plan begins.
Opioid agreements define key words

To make sure that there is no misunderstanding, your opioid treatment
agreement may define key words that are often referred to when talking about

opioid prescribing:

¢ Addiction—a chronic disease characterized by compulsive opioid use

despite harm. [AHCPR/p38/91-3] [Heit/p3/1]9]

¢ Tolerance—a state of adaptation to opioid use over time, resulting in the
need for more medication to achieve the same level of pain relief.

[AHCPR/p38/1[1-3+5] [Heit/p3/9]

o Physical dependence—a state of adaptation to the drug in which
withdrawal symptoms occur when the opioid analgesic is stopped suddenly

or the opioid dose is rapidly decreased. [AHCPR/p38/1[1-4] [Heit/p3/99]

The important thing to know is that tolerance and physical dependence are not

the same as addiction. [AHCPR/p38/9]1-3+5] They occur because of chemical
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changes in the brain that happen when opioid analgesics are taken for long
periods of time. Health care professionals know how to tell the difference
between tolerance, physical dependence, and addiction. Addiction rarely occurs
in people taking opioid analgesics as prescribed for moderate-to-severe chronic

pain. [AHCPR/p38/9[1-3]

Opioid agreements set boundaries

Opioid analgesics are controlled substances. Therefore, their use by anyone
other than the person for whom they are prescribed is off limits. [Heit/p3/[14]
Because this is such an important point, boundaries outlining the appropriate and
inappropriate use of opioid analgesics, along with the consequences of
inappropriate use, may be written into every opioid treatment agreement for
every person receiving opioid treatment. This way, everyone knows about the
boundaries regardless of whether they would ever come close to crossing them.
For this same reason, your opioid treatment agreement may also include a
section about having random urine tests and/or pill counts. [Heit/p4/{2] Your
health care professional is not punishing you by using this document. Instead, he
or she is actually respecting you. By documenting your treatment, your health
care professional can continually monitor the effectiveness of the treatment. He
or she will make sure you receive the best possible care for your chronic pain in
terms of medical pain relief and safety, as well as adherence to the laws and
regulations surrounding the use of opioid medications. [FSMB/p3/4]

[Gourlay/p111/c2/]2]
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Opioid agreements are for everyone

Just as every person has a right to effective pain management,
[APF/p1/c11+Bullets 1+2] éveryone who is treated with an opioid analgesic
should expect to be asked to sign an opioid treatment agreement. |
[Hariharan/p485/c2/913] It does not mean that your health care professional thinks
you may abuse or misuse your medication. Actually the opposite is true. Your
health care professional knows that the likelihood of you abusing your opioid
analgesic is very small, [AHCPR/p38/[1-3] and that even people who abuse
drugs have a right to receive effective pain management. [AFP/p1/c1/91+Bullets
1+2] The opioid treatment agreement between you and your health care
professional is a promise of partnership in which everyone agrees to be open,
honest, and respectful while ensuring that your treatment program stays on track
for helping you reach your pain management goals. Patients who willingly sign
an opioid treatment agreement are less likely to abuse or misuse their medication
and are more apt to comply (follow the rules) with the treatment agreement in

order to feel better. [Hariharan J, et al. J Gen Intern Med. 2007;22(4):485-490.]

Ask your health care professional about other modules in this series. For

additional information about opioid analgesics, visit this resource:

e The American Pain Foundation

http://www _painfoundation.org/Publications/BORenglish.pdf
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Medule 9 Vedeo

Medium shot of health care
professional looking directly at the
camera, centered in the screen.

Logo:
Emerging Solutions in Pain

On-screen text:

Opioid Agreements

with

[Health care professional’s
name/credentials]

T

Hello. My name is [name]. Welcome to
Emerging Solutions in Pain Patient
Education Video Series. If you are
watching this video, it is because you
or someone you love has seen a health
care professional because of pain.
Successful pain management is a
partnership between you and your
health care professional. This video will
help you understand the importance of
the opioid agreement, which is an
important tool in forging and
maintaining that relationship, to ensure
that you receive the best possible care.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:
Opioid analgesics
(bullets appear when mentioned)
¢ Effective
o Easy to take
¢ Excellent risk-to-benefit ratio

Opioid analgesics are the most
frequently prescribed treatment for
people with moderate-to-severe
chronic pain. [AHCPR/p27/M]2] This is
because opioid analgesics are
generally effective for many types of
chronic pain and are available in many
different flexible dosing options.
[AHCPR/p27/12]

Cut to close-up shot of health care
professional.

Like other prescription medications,
opioid analgesics should only be taken
as directed, and only by the person for
whom they have been prescribed. This
is especially important because opioid
analgesics are controlled substances,
which means that their prescription is
regulated by federal and state laws.
Opioids are classified as controlled
substances because they have the
potential to be misused or abused.
[FSMB/p3/112] [USDOJ/p1/]1];p2/6]

| Cut to medium shot of health care

professional to the side of the screen to
permit on-screen text.

On-screen text appears when
mentioned:

Informed Consent

Before a health care professional
prescribes an opioid analgesic for your
chronic pain, he or she will discuss with
you the potential pluses (benefits) and
minuses (risks) of taking the
medication. He or she may also
educate you by showing you a video,
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offering you a booklet such as this one,
or directing you to an educational
website. [FSMB/p4/1]2] This will enable
you to make an informed and educated
choice about whether opioid analgesics
are right for you. This is called
“informed consent,” which is
explained in detail in Module 4 of the
Emerging Solutions in Pain Patient
Tool Kit.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text appears when
mentioned:

Opioid Treatment Agreement
Treatment Agreement
Contract

After your health care professional has
explained the potential benefits and

risks of opioid therapy to you, he or she

may ask that you both sign an
agreement to show that you give your
informed consent to receiving opioid
therapy. [Heit/p1/91] This agreement is
often called an “opioid treatment
agreement,” but it may also be called
a “treatment agreement” or
sometimes a “contract,” [Heit/p1/]1]
[Gourlay/p110/c1/]4] [Stoppain/p1/9/1]
[Hriharan/p485/c2/9]3] even though it is
not legally binding. [stoppain.org/p1/4[1]

Cut to close-up shot of health care
professional.

However, an opioid agreement does a
lot more than just verify that you have
given your informed consent to opioid
treatment. It also forms the foundation
of how you and your health care
provider will work together to make
sure that the opioid treatment he or she
has prescribed will meet your pain
relief needs. [Heit/p1/3]

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Opioid treatment agreements
establish expectations

(bullets appear when mentioned)
¢ Your expectations:
o Pain taken seriously
o Treated with dignity

When you are being treated for chronic
pain with opioid analgesics, the
partnership you develop with your
health care professional will be the key
to your treatment success. [Heit/p1/]3]
With this partnership come certain
expectations.

¢ You should expect that your
health care professional will take
seriously how you say your pain
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and respect

¢ Your health care
professional’s expectations:

o Take your medication
as prescribed

o Open and honest

feels, and that you will be
treated with dignity and respect.
[APF/p1/c1/M[1+Bullets 1+2]

e Your health care professional
should expect that you will take
your medication as prescribed,
and that you will be open and
honest about your pain and its
treatment at all times.
[Heit/p1/9]3]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:
Opioid treatment agreements outline
responsibilities
(bullets appear when mentioned; sub-
bullets disappear when next bullet
appears)
¢ Your responsibilities:
o One physician, one
pharmacy
Scheduled office visits
Permission to speak
with others
o Bring medications in
original bottles
¢ Your health care
professional’s responsibilities:

o Prescribe refills only
during regular office
hours

o Assessing,
reassessing and
monitoring treatment
progress

o Referrals

o Health care team
communications

o Ending the treatment
relationship

The opioid agreement identifies both
your responsibility to your health care
professional and your health care
professional’s responsibility to you.
[Heit/p1/93;p3/9/4] Your
responsibilities include using only
one physician and only one pharmacy
for opioid prescribing and dispensing,
[Heit/p3/97] scheduling and attending
office visits to review your treatment
plan and to obtain prescriptions for
medication refills, [Heit/p3/9]12], and
giving your health care professional
permission to speak with appropriate
sources on your behalf [Heit/p4/{[3] It is
also your responsibility to bring your
medications in their original bottles to
each office visit. [Heit/p3/9[12] Your
health care professional’s
responsibilities include prescribing
opioid medication refills only during
regular office hours, and assessing,
reassessing, and monitoring your
treatment progress. [Heit/p3/{13]
Your health care professional is also
responsible for referring you for care
to another medical specialist for
consultation or treatment, if the
medical need arises. This medical
specialist may include, but is not
limited to, a physical therapist, a
psychologist, or psychiatrist.
Sometimes a pain practice includes a
full complement of medical specialists,
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o Providing transitional
or alternate care

other medical practices do not. A single
clinician practice will typically refer you
to medical specialists in your
geographic location. If you reside in an
extremely rural location, your health
care professional may only have
access to other medical consultation by
using the Internet. It is also the
responsibility of your health care
professional to coordinate and
communicate with the other
members of your health care team
and discuss the results of the
communications with you.

Health care professionals also need to
know when treatment is not working
and when to refer you to other
treatment options. The opioid treatment
agreement should also address the
circumstances under which your
relationship with your health care
professional will end. The primary
reason for ending the relationship is
generally criminal activity associated
with inappropriate use of your
prescribed opioid, but there may be
other reasons, such as ineffective
response (the drugs are not reducing
the pain) to several trials of opioid
analgesics. It is important to know that
your health care professional cannot
just stop taking care of you. He or she
must offer you an alternative to their
own care and provide you with
adequate medication until the new care
plan begins.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:
Opioid agreements define key words

(bullets appear when mentioned; sub-
bullets disappear when next bullet
appears)

To make sure that there is no
misunderstanding, your opioid
treatment agreement may define key
words that are often referred to when
talking about opioid prescribing:

e Addiction—a chronic disease
characterized by compulsive
opioid use despite harm.
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¢ Addiction
o Chronic disease
o Compulsive opioid use
despite harm
e Tolerance
o Adaptation
o Need for more
medication to achieve
the same level of pain
relief
¢ Physical dependence
o Adaptation
o Withdrawal symptoms
when opioid is stopped

or dose rapidly
decreased

[AHCPR/p38/1-3] [Heit/p3/19]

e Tolerance—a state of
adaptation to opioid use over
time, resulting in the need for
more medication to achieve
the same level of pain relief.
[AHCPR/p38M]1-3+5] [Heit/p3/1]9]

¢ Physical dependence—a state
of adaptation to the drug in
which withdrawal symptoms
occur when the opioid
analgesic is stopped suddenly
or the opioid dose is rapidly
decreased. [AHCPR/p38/1/1-4]
[Heit/p3/119]

Cut to close-up shot of health care
professional.

The important thing to know is that
tolerance and physical dependence are
not the same as addiction.
[AHCPR/p38/9[1-3+5] They occur
because of chemical changes in the
brain that happen when opioid
analgesics are taken for long periods of
time. Health care professionals know
how to tell the difference between
tolerance, physical dependence, and
addiction. Addiction rarely occurs in
people taking opioid analgesics as
prescribed for moderate-to-severe
chronic pain. [AHCPR/p38/9]1-3]

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-Screen text:
Opioid agreements set boundaries
(bullets appear when mentioned)

e Appropriate and inappropriate
use

e Consequences of
inappropriate use

o May include random urine

Opioid analgesics are controlled
substances. Therefore, their use by
anyone other than the person for whom
they are prescribed is off limits.
[Heit/p3/1]14] Because this is such an
important point, boundaries outlining
the appropriate and inappropriate
use of opioid analgesics, along with
the consequences of inappropriate
use, may be written into every opioid
treatment agreement for every person
receiving opioid treatment. This way,
everyone knows about the boundaries
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tests and/or pill counts

regardless of whether they would ever
come close to crossing them. For this
same reason, your opioid treatment
agreement may also include a section
about having random urine tests
and/or pill counts. [Heit/p4/12] Your
health care professional is not
punishing you by using this document.
Instead, he or she is actually
respecting you. By documenting your
treatment, your health care
professional can continually monitor
the effectiveness of the treatment. He
or she will make sure you receive the
best possible care for your chronic pain
in terms of medical pain relief and
safety, as well as adherence to the
laws and regulations surrounding the
use of opioid medications.
[FSMB/p3/94] [Gourlay/p111/c2/92]

Cut to close-up shot of health care
professional.

Just as every person has a right to
effective pain management,
[APF/p1/c1/1+Bullets 1+2] everyone
who is treated with an opioid analgesic
should expect to be asked to sign an
opioid treatment agreement.
[Hariharan/p485/c2/913] It does not
mean that your health care
professional thinks you may abuse or
misuse your medication. Actually the
opposite is true. Your health care
professional knows that the likelihood
of you abusing your opioid analgesic is
very small, [AHCPR/p38/]1-3] and that
even people who abuse drugs have a
right to receive effective pain
management. [AFP/p1/c1/{[1+Bullets
1+2] The opioid treatment agreement
between you and your health care
professional is a promise of partnership
in which everyone agrees to be open,
honest, and respectful while ensuring
that your treatment program stays on
track for helping you reach your pain
management goals. Patients who
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willingly sign an opioid treatment
agreement are less likely to abuse or
misuse their medication and are more
apt to comply (follow the rules) with the
treatment agreement in order to feel
better. [Hariharan J, et al. J Gen Intern
Med. 2007;22(4):485-490.]

Camera slowly pulls back fo wide shot
of health care professional behind
desk.

Logo:

Emerging Solutions in Pain
On-screen text:

Ask your health care professional
about other modules in this series.
For additional information about
opioid analgesics, visit this
resource:

e The American Pain Foundation
http://www.painfoundation.org/P
ublications/BORenglish.pdf
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McGuinness, Sue

From: McGuinness, Sue

Sent:  Wednesday, October 17, 2007 3:22 AM

To: Cecelia DeMarie; mdyer@roimg.com; Sheri Gavinski
Subject: Patient Tool Kit Modules 1-5 SAR

Dear Sheri, Cece and Marissa,

Thank you for your recent unsolicited written request for scientific accuracy review (SAR) dated October 2, 2007.
Cephalon is committed to high quality continuing education and we thank you for your effort in what appears to be
a great resource for patients suffering from pain.

We would like to remind you of Cephalon’s guidelines regarding requests for scientific accuracy review: “All final
decisions regarding whether to modify the material based on any comments provided by Cephalon shall be at the
sole discretion of the IEP (Independent Education program) provider. Cephalon’s financial support may not be
conditioned on Cephalon conducting such a review. Non-medical/scientific Cephalon personnel must not have
any involvement, directly or indirectly, in the content or substance of a program.”

Below, please find our scientific accuracy review on the patient tool kit modules 1-5.

Thank you for the opportunity to review,
Sue McGuinness on behalf of the Pain Medical Education Review Team

PATIENT TOOL KIT MODULES 1-5

General overall comments. Please note that, as always, the comments below are suggestions that may
enhance the clarity of the pieces; implementing them are entirely up to the discretion of the medical
education provider. .

e The patient may find it useful if each module refers to the others where applicable and if each module
includes the actual list the other modules as a reference.

e For the patient that reads and/or views more than one module, it may be helpful if the modules use
language that is consistent between the individual modules and between the module and the video.

e The patient may find it beneficial if certain phrases are defined, such as heavy drinking in relation to how it
influences how acetaminophen affects the body, long periods of time or large amounts in relation to the
dosing regimen of NSAIDS.

e It may be important to stress how the dosing regimen (dose and frequency of dosing), and not only the
dose, of pain medications affects the body.

Comments per module. Again, please note that, as always, the comments below are suggestions that may
enhance the clarity of the pieces; implementing them are entirely up to the discretion of the medical
education provider.

Module 1 Understanding Pain

e Page 2: it may be more accurate to also include moderate pain when describing breakthrough pain.

e Video, page 2, on-screen text, 3 Types of Pain: it is stated that chronic pain does not serve any beneficial
purpose. Perhaps the patient would benefit from some clarification of this point. That is, chronic pain as a
symptom should have a purpose and be trying to tell the patient and the physician that there is something
wrong.

®

Module 2 Types of Pain Medications

e Page 3: it may be useful to the patient if a reason(s) is(are) offered for why caffeine is included in OTC pain

medications.

10/26/2007
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o Page 4: it may be useful to the patient if more information is provided on Reye's Syndrome.
o Module 2, page 13: it may be useful to the patient if there is a line for tobacco usage in addition to the daily

ingestion of caffeinated and alcoholic beverages, as all three are mentioned on page 10.

In general, patients may find it useful if breakthrough pain is defined in this module, especially those who
did not view or read module 1.

Video, page 8, on-screen text for Opioid Analgesics: it may be useful to clarify what is meant by favorable
side effect profile. Some patients may get the impression that opioid analgesics are as tolerable as OTC
pain medications. Also, you may wish to add /fozenge for completeness and to be consistent with the
information presented in the print piece.

Video, page 13, on-screen text for Pain Medication Checklist: you may wish to add tobacco usage for
completeness and to be consistent with the information presented in the print piece.

Module 3 Managing Side Effects

e Page 8, bullet 3: you may wish to include daily usage of tobacco to be consistent with module 2.

Module 4 Informed Consent

o Comment on page 3: the patient may benefit from including a copy of the opioid treatment agreement in

this module.

Module 5 Setting Goals

Best,
Sue

o General comment: this module speaks about working with a healthcare team; whereas healthcare

professional is used in modules 14,

Again, thank you for the invitation to complete this scientific accuracy review.

Sue L. McGuinness, Ph.D.
Manager, Medical Education
Scientific Communications
Cephalon, Inc.

41 Moores Road

Frazer, PA 19355
Telephone: (610) 738-6512
Blackberry: (484) 318-6589
FAX: (610) 883-5578

10/26/2007
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Good afternoon, Sue!
I hope all is well with you? It was great seeing you in Boston! I

have included a CD Rom containing Modules 1-5 of the Patient Tool Kit and the
references that go with them. If you would be so kind as to review them and
provide feedback to Cecelia by October 16, 2007, we would greatly appreciate it.
Thank you so much in advance and have a great day!

Sincerely,
Marissa Dyer
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Good afternoon, Sue!

I hope all is well with you? It was great seeing you in Boston! I
have included a CD Rom containing Modules 1-5 of the Patient Tool Kit and the
references that go with them. If you would be so kind as to review them and
provide feedback to Cecelia by October 16, 2007, we would greatly appreciate it.
Thank you so much in advance and have a great day!

Sincerely,
Marissa Dyer
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Understanding Pain

Pain is an important part of your body’s defense system. [ACPA/p8/1[6] It tells
your brain that you have been injured or are in danger of being injured so you
can take corrective action. This type of pain is good. For example, it keeps you
from getting burned when you touch a hot stove, or causes you to seek help if
the pain is coming from inside your bady and requires the professional opinion of

a health care professional. However, not all pain is good pain.

[GRAPHIC OF PERSON TOUCHING A HOT STOVE]

[GRAPHIC OF A PERSON WITH ABDOMINAL PAIN]

Pain is not good if it continues or keeps coming back even though the injury or
iliness that originally caused it is long over, or no cause for the pain can be
found. [ACPA/p8/M]2] In fact, it can have a quite a negative impact on your
physical and emotional health and well being. It is usually the suffering, and not
the pain itself, that causes people to see a health care professional and seek
pain relief. [Loeser/p1/§1] People with this kind of pain need to know there is
hope that their pain can be controlled so they can go back to enjoying life and

doing the things they need and want to do.

There are three types of pain

The first step in understanding pain is knowing about the different types of pain.

There are three types of pain:
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» Acute pain—pain that comes on suddenly, usually has a specific cause
(such as in response to injury, surgery, a medical procedure, a brief
illness, or childbirth), and goes away within minutes, hours, or days as the

injury heals [APS/p1//4] [ACPA/p8/f1]

e Chronic pain—pain that continues after it should not, and serves no
beneficial purpose—lasting beyond the course of an illness or injury, or for

more than 3 to 6 months [ACPA/p8/1]2] :

e Tupabisi e ane |

e Breakthrough pain—flare-ups or spikes of sevefe pain th f‘"*break
— A 2O~ Fh <
through the medicine being taken around-the-clock to contfol chronic pain,
and may occur because of a worsening illness, in response to certain

activities such as rising from a chair or coughing, or as the effect of the

scheduled pain medicine dose wears off [ACPA/p8Y3]
Pain can affect you in many ways

The second step in understanding pain is realizing that pain is more than just
physical. [Loeser/p1/91] Pain can also affect you psychologically and
emotionally. It is natural for people with chronic uncontrolled pain to be
depressed or anxious. [Marcus/p1/912] When you are in constant pain, it can be
difficult to feel like yourself. It can also make it hard for you to do the things you
need to do, like work, study, and perform activities of daily living like shopping
and household chores. Constant pain can also take the pleasure out of doing
things you usually enjoy doing, such as going out and being with friends and

family. It is important to realize that all these symptoms are interwoven, so you

|
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can focus on restoring your physical, social, and psychological well being.

[Marcus/p1/9]2;p2M1]

Pain is a series of electrical signals

The next step in understanding pain is learning how it occurs. Imagine sticking

your finger with a pin.

[GRAPHIC BASED ON EXAMPLE SHOWING PIN PRICK TO FINGER AND

THE NEURAL PATHWAY TO THE BRAIN]

Sk et

As the pin enters your skin, it stimulates the nerve endings under your skin. [AMA
2005/p4/c2/92-4] That stimulation triggers an electrical signal that is sent along
the nerve ending to your spinal cord, which carries the signal into your brain.
Inside your brain, the signal is routed by the thalamus, which is a specialized
area of your brain located in the center of your brain. [Martini/p400/c1/3] The
thalamus acts like a telephone switchboard, sending the signal to other parts of

your brain where it is interpreted as pain. Then, your brain sends a
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corresponding signal back to the muscles in your arm, hand, and finger,
instructing them to pull away from the source of the pain—the pin—and

protecting you from further harm. [Marcus/p2/92]

In people with chronic pain, the way pain is processed works differently, causing
them to have a reduced tolerance for pain and therefore feel pain more strongly.
[Whitten/p10/Figure 1 + Box] Nerve inflammation causes nerves to become
hypersensitive. Damaged nerves send constant, non-stop pain signals which, in
time, make the feeling of pain more intense. After awhile, even harmless
stimulation of the affected nerves becomes painful. This causes the brain to
overload with pain signals, and the suffering increases the sense of pain even

maore.

The good news is, there’s hope

With the proper treatment, the severity of pain, the frequency with which it
occurs, and the duration of pain can be reduced so you can return to daily
activities [Marcus/p5/2] and improve your quality of life. In fact, because pain
has a psychological component, just getting back to a more normal routine can

actually help to reduce your pain level.

[GRAPHIC OF A PERSON PERFORMING A SIMPLE TASK AND SMILING]

Chronic pain can be effectively managed by using an approach that addresses
all the physical, emotional, and psychological aspects of what you are

experiencing. [Marcus/p5/Figure 2;p6/911] This may include the use of education,
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medication, and a combination of physical, occupational, and behavioral
therapies to help you cope with, and overcome your pain. Your treatment team
will play an important role in helping you overcome your pain. This team may
include your health care professional, a pain specialist, a psychologist or

psychiatrist, a pharmacist, a nurse, and therapists.

The process of healing begins by setting realistic goals for yourself, and making
sure your family and friends know about them too. [Marcus/p6/{[1] For example,
you may want to be able to run a marathon, but if it is currently too painful to
walk, being able to walk around the block may be a more realistic goal. Once
goals are reached, you can always set new ones. When setting goals, be careful

not to put too many restrictions or demands on yourself or allow others to do so.

To be successful, you will want to, and need to, take an active role in your
treatment plan. You can do this by giving clear and honest feedback to your
treatment team about what you are feeling and how you are responding to the
various treatments you are using. To help you get started, answer the questions

below and share this information with your treatment team during your next visit.

What does your pain feel like? (example: sharp, stabbing, burning, throbbing,

tearing)

How often does your pain occur? (example: constantly, X-times per day)
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When it occurs, how long does your pain last? (example: X minutes, an hour,

X hours)

What activities (if any) seem to trigger your pain? (example: coughing,

sneezing, rising from a chair, rolling over in bed)

What activities does your pain prevent or limit you from doing? (example,

work, hobbies, sports, chores, social activities, activities of daily living)

How does having pain make you feel? (example: angry, frustrated, sad, alone)

Although it may not be possible for your pain to resolve completely, with
commitment and persistence, you can overcome your pain and lead a happy,

productive, and fulfilling life. l W
s

0\.

Ask your health care professional about other modules in this series. For

additional information about understanding pain, visit these resources: VQJN/&

{)"f/ W),

e The American Chronic Pain Association

http:/iwww theacpa.org

e The American Pain Foundation

htto://www.painfoundation.org
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o KidsHealth®

http://www.kidshealth.org/kid/talk/qa/pain.html

e The National Cancer Institute

http://www.cancer.gov/cancertopics/understanding-cancer-pain

e The National Pain Foundation

http://www.nationalpainfoundation.org
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Understanding Pain Z
O/
IE ey

Pain is an important part of your body’s defense system. [ACPA/p8/96] It tells
your brain that you have been injured or are in danger of being injured so you
can take corrective action. This type of pain is good. For example, it keeps you
from getting burned when you touch a hot stove, or causes you to seek help if
the pain is coming from inside your body and requires the professional opinion of

a health care professional. However, not all pain is good pain.
[GRAPHIC OF PERSON TOUCHING A HOT STOVE]
[GRAPHIC OF A PERSON WITH ABDOMINAL PAIN]

Pain is not good if it continues or keeps coming back even though the injury or
illness that originally caused it is long over, or no cause for the"pain can be
found. [ACPA/p8/92] In fact, it can have a quite a negative impact on your
physical and emotional health and well being. It is usually the suffering, and not
the pain itself, that causes people to see a health care professional and seek
pain relief. [Loeser/p1/1] People with this kind of pain need to know there is
hope that their pain can be controlied so they can go back to enjoying life and

doing the things they need and want to do.
There are three types of pain

The first step in understanding pain is knowing about the different types of pain.

There are three types of pain:
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¢ Acute pain—pain that comes on suddenly, usually has a specific cause
(such as in response to injury, surgery, a medical procedure, a brief
iliness, or childbirth), and goes away within minutes, hours, or days as the

injury heals [APS/p1/9/4] [ACPA/p8/y1]

¢ Chronic pain—pain that continues after it should not, and serves no
beneficial purpose—Ilasting beyond the course of an iliness or injury, or for

more than 3 to 6 months [ACPA/p8/12]
ML C{iim =

e Breakthrough pain—flare-ups or spikes o/f\ severe pain that break
through the medicine being taken around-thé-clock to control chronic pain,
and may occur because of a worsening illness, in response to certain
activities such as rising from a chair or coughing, or as the effect of the

scheduled pain medicine dose wears off [ACPA/p8Y[3]
Pain can affect you in many ways

The second step in understanding pain is realizing that pain is more than just
physical. [Loeser/p1/9]1] Pain can also affect you psychologically and
emotionally. It is natural for people with chronic uncontrolled pain to be
depressed or anxious. [Marcus/p1/§12] When you are in constant pain, it can be
difficult to feel like yourself. It can also make it hard for you to do the things you
need to do, like work, study, and perform activities of daily living like shopping
and household chores. Constant pain can also take the pleasure out of doing
things you usually enjoy doing, such as going out and being with friends and

family. It is important to realize that all these symptoms are interwoven, so you
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can focus on restoring your physical, social, and psychological well being.

[Marcus/p1/12;p2/]1]
Pain is a series of electrical signals

The next step in understanding pain is learning how it occurs. Imagine sticking

your finger with a pin.

[GRAPHIC BASED ON EXAMPLE SHOWING PIN PRICK TO FINGER AND

THE NEURAL PATHWAY TO THE BRAIN]

£ S W Bt

As the pin enters your skin, it stimulates the nerve endings under your skin. [AMA
2005/p4/c2/]2-4] That stimulation triggers an electrical signal that is sent along
the nerve ending to your spinal cord, which carries the signal into your brain.
Inside your brain, the signal is routed by the thalamus, which is a specialized
area of your brain located in the center of your brain. [Martini/p400/c1/4[3] The
thalamus acts like a telephone switchboard, sending the signal to other parts of

your brain where it is interpreted as pain. Then, your brain sends a
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corresponding signal back to the muscles in your arm, hand, and finger,
instructing them to pull away from the source of the pain—the pin—and

protecting you from further harm. [Marcus/p2/§2]

In people with chronic pain, the way pain is processed works differently, causing
them to have a reduced tolerance for pain and therefore feel pain more strongly.
[Whitten/p10/Figure 1 + Box] Nerve inflammation causes nerves to become
hypersensitive. Damaged nerves send constant, non-stop pain signals which, in
time, make the feeling of pain more intense. After awhile, even harmless
stimulation of the affected nerves becomes painful. This causes the brain to
overload with pain signals, and the suffering increases the sense of pain even

maore.

The good news is, there’s hope

With the proper treatment, the severity of pain, the frequency with which it
occurs, and the duration of pain can be reduced so you can return to daily
activities [Marcus/p5/9]2] and improve your quality of life. In fact, because pain
has a psychological component, just getting back to a more normal routine can

actually help to reduce your pain level.

[GRAPHIC OF A PERSON PERFORMING A SIMPLE TASK AND SMILING]

Chronic pain can be effectively managed by using an approach that addresses
all the physical, emotional, and psychological aspects of what you are

experiencing. [Marcus/p5/Figure 2;p6/1] This may include the use of education,
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medication, and a combination of physical, occupational, and behavioral
therapies to help you cope with, and overcome your pain. Your treatment team
will play an important role in helping you overcome your pain. This team may
include your health care professional, a pain specialist, a psychologist or

psychiatrist, a pharmacist, a nurse, and therapists.

The process of healing begins by setting realistic goals for yourself, and making
sure your family and friends know about them too. [Marcus/p6/9[1] For example,
you may want to be able to run a marathon, but if it is currently too painful to
walk, being able to walk around the block may be a more realistic goal. Once
goals are reached, you can always set new ones. When setting goals, be careful

not to put too many restrictions or demands on yourself or allow others to do so.

To be successful, you will want to, and need to, take an active role in your
treatment plan. You can do this by giving clear and F\onest feedback to your
treatment team about what you are feeling and how you are responding to the
various treatments you are using. To help you get started, answer the questions

below and share this information with your treatment team during your next visit.

What does your pain feel like? (example: sharp, stabbing, burning, throbbing,

tearing)

How often does your pain occur? (example: constantly, X-times per day)
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When it occurs, how long does your pain last? (example: X minutes, an hour,

X hours)

What activities (if any) seem to trigger your pain? (example: coughing,

sneezing, rising from a chair, rolling over in bed)

What activities does your pain prevent or limit you from doing? (example,

work, hobbies, sports, chores, social activities, activities of daily living)

How does having pain make you feel? (example: angry, frustrated, sad, alone)

Although it may not be possible for your pain to resolve completely, with
commitment and persistence, you can overcome your pain and lead a happy,

productive, and fulfilling life.

Ask your health care professional about other modules in this series. For

additional information about understanding pain, visit these resources:

o The American Chronic Pain Association

http://www.theacpa.org

e The American Pain Foundation

http://www.painfoundation.org
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e KidsHealth® & 41'7

http://www kidshealth.org/kid/talk/ga/pain.html

e The National Cancer Institute

http://www.cancer.gov/cancertopics/understanding-cancer-pain

o The National Pain Foundation

http://www.nationalpainfoundation.org
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Med/um shot of health care
professional looking directly at the
camera, centered in the screen.

Logo:
Emerging Solutions in Pain

On-screen text:
Understanding Pain

with

[Clinician’s name/credentials]

,ﬁ,;“, . . o :
Hello. My name is [name]. Welcome to

Emerging Solutions in Pain. If you are
watching this video, it is because you
or someone you love has seen a health
care professional because of pain.
Pain, especially when it's severe and
debilitating, can be frightening. The
goal of this video is to reduce that fear
by helping you understand what pain
is, how it occurs, and to let you know
that there is hope.

Cut to close-up head shot of clinician.

Pain is an important part of your body's
defense system. [ACPA/p8/6] It tells
your brain that you have been injured
or are in danger of being injured so you
can take corrective action. This type of
pain is good.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen images.

[GRAPHIC OF PERSON TOUCHING
A HOT STOVE]

[GRAPHIC OF A PERSON WITH
ABDOMINAL PAIN]

For example, it keeps you from getting
burned when you touch a hot stove, or
causes you to seek help if the pain is
coming from inside your body and
requires the opinion of a health care
professional. However, not all pain is
good pain.

Cut to close-up of health care
professional

Pain is not good if it continues or keeps
coming back even though the injury or
iliness that originally caused it is long
over, or no cause for the pain can be
found. [ACPA/p8/]2] In fact, it can
have a quite a negative impact on your
physical and emotional health and well
being.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen images.

[GRAPHIC OF PERSON SPEAKING
WITH A HEALTH CARE
PROFESSIONAL]

[GRAPHIC MONTAGE OF PEOPLE
WORKING, ENJOYING THE
OUTDOORS, FRIENDS, HOBBIES]

It is usually the suffering, and not the
pain itself, that causes people to see a
health care professional and seek pain |
relief. [Loeser/p1M]1] People with this
kind of pain need to know there is hope
that their pain can be controlled so they
can go back to enjoying life and doing
the things they need and want to do.

Remain on medium shot of health care

The first step in understanding pain is
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professional to the side of the screen to
permit on-screen text.

On-screen text:
3 Types of Pain

(bullet and sub-bullets appear in red
when words are spoken)

» Acute
o Sudden
o Specific cause
o Goes away
Or cut to split image of suggested

graphic(s) on one side and text on the
other side:

[GRAPHIC OF HAMMER HITTING A
FINGER, PERSON UNDERGOING
SURGERY, PERSON WITH SORE
THROAT, BABY JUST BORN]

knowing about the different types of
pain. There are 3 types of pain. The
first is acute pain. Acute pain is pain
that comes on suddenly, usually has a
specific cause (such as in response to
injury, surgery, a medical procedure, a
brief illness, or childbirth), and goes
away within minutes, hours, or days as
the injury heals. [APS/p1/{j4]
[ACPA/p8M1]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:
3 Types of Pain

(new bullet and sub-bullets appear in
red when words are spoken, previous
sub-bullets disappear and previous
main bullet becomes black)

e Acute
« Chronic
o Continues after it
shouldn’
o ¢(No beneficial purpose -
o Lastebeyond the
illness or injury, or
longer than 3-6 months
Or cut to split image of suggested

graphic(s) on one side and text on the
other side:

[GRAPHIC PEOPLE IN PAIN
PERFORMING NORMAL ACTIVITIES
SUCH AS WORKING, WALKING,

The second type of pain is chronic
pain. Chronic pain is pain that
continues after it shouldn’t, and
serves no beneficial purpose—
lasting beyond the course of an
iliness or injury, or for more than 3 to
6 months. [ACPA/p8/9]2]

GARDENING, SITTING ALONE]
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Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

3 Types of Pain

(new bullet and sub-bullets appear in
red when words are spoken, previous
sub-bullets disappear and previous
main bullet becomes black)

¢ Acute
« Chronic
¢« Breakthrough

o Flare-up or spike of
severe pain

Breaks through around-
the-clock pain medicine

¢ May be due to:
= Worsening
iliness

= Certain activities
= Fnd-of-dose

Or cut to split image of suggested
graphic(s) on one side and text on the
other side:

[GRAPHIC OF PERSON GETTING A
CAT SCAN, PERSON RISING FROM
A CHAIR, PERSON COUGHING,
PERSON LOOKING AT CLOCK OR
WATCH]

0]

The third type of pain is breakthrouyg
pain. Breakthrough pain is
or spike of severe pain that break

through the medicine being taken
around-the-clock to control chronic
pain, and may occur because of a
worsening illness, in response to
certain activities such as rising froma -
chair or coughing, or as the effect of
the scheduled pain medicine dose ‘
wears off. [ACPA/p8Y[3]

Cut to or remain on medium shot of
health care professional to the side of
the screen to permit on-screen text.

On-screen text:
Pain can affect you...

(each bullet appears in red when word
iS spoken)

¢ Physically
¢ Psychologically
¢ Emotionally

The second step in understanding pain
is realizing that pain is more than just
physical. [Loeser/p1/§[1] Pain can also
affect you psychologically and
emotionally. It is natural for people
with chronic uncontrolled pain to be
depressed or anxious. [Marcus/p1/ﬂ2]

A pey

Cut to close-up of health care
professional.

When you are in constant pain, it can
be difficult to feel like yourself. It can

U [y
%ﬂw mdd‘ 7
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also make it hard for you to do the
things you need to do like work, study,
and perform activities of daily living like
shopping and household chores.
Constant pain can also take the
pleasure out of doing things you
usually enjoy doing, such as going out
and being with friends and family. It is
important to realize that all these
symptoms are interwoven, so you can
focus on restoring your physical, social,
and psychological well being.
[Marcus/p1/912;p2/]1]

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text and
image/animation.

On-screen text:

Pain is a series of electrical signals

[GRAPHIC OF PERSON PRICKING A
FINGER WITH A PIN]

The next step in understanding pain is
learning how it occurs. Imagine sticking
your finger with a pin.

Remain on medium shot of health care
professional fo the side of the screen to
permit on-screen text and
image/animation.

On-screen text:
Pain is a series of electrical signals

[PULL BACK FROM CLOSE-UP OF
FINGER TO MEDIUM SIDE VIEW OF
PERSON, AND ANIMATE BASED ON
IMAGE BELOW TO DEMONSTRATE
NEURAL PAIN PATHWAY]

As the pin enters your skin, it
stimulates the nerve endings under
your skin. [AMA 2005/p4/c2/912-4] That
stimulation triggers an electrical signal
that is sent along the nerve ending to
your spinal cord, which carries the
signal into your brain. Inside your brain,
the signal is routed by the thalamus,
which is a specialized area of your
brain located in the center of your
brain. [Martini/p400/c1/[3] The
thalamus acts like a telephone
switchboard, sending the signal to
other parts of your brain where it is
interpreted as pain. Then, your brain
sends a corresponding signal back to
the muscles in your arm, hand, and
finger, instructing them to pull away
from the source of the pain—the pin—
and protecting you from further harm.
[Marcus/p2/9]2]
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Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text: -
Chronic pai fp
){ . olerance for pain
¢ Feel pain more strongly

¢ Nerves become
hypersensitive

« Pain becomes more intense
e Overload of pain signals

+ Suffering increases the sense
of pain

In people with chronic pain, the way
pain is processed works differently,
causing them to have a reduced
tolerance for pain and therefore feel
pain more strongly.
[Whitten/p10/Figure 1 + Box] Nerve
inflammation causes nerves to
become hypersensitive. Damaged
nerves send constant, non-stop pain
signals which, in time, make the
feeling of pain more intense. After
awhile, even harmless stimulation of
the affected nerves becomes painful.
This causes the brain to overload with
pain signals, and the suffering
increases the sense of pain even
more.

Cut to close-up shot of health care
professional.

The good news is, there’'s hope. With
the proper treatment, the severity of
pain, the frequency with which it
occurs, and the duration of pain can be
reduced so you can return to daily
activities [Marcus/p5/§2] and improve
your quality of life. In fact, because
pain has a psychological component,
just getting back to a more normal
routine can actually help to reduce your
pain level.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Multidisciplinary Treatment

Chronic pain can be effectively
managed by using an approach that
addresses all the physical, emotional,
and psychological aspects of what you
are experiencing. [Marcus/p5/Figure

Confidential
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Approach

(bullets appear when mentioned)
o Education

Medication

Physical therapy

Occupational therapy

o Behavioral therapy

2;p6/M1] This may include the use of
education, medication, and a
combination of physical,
occupational, and behavioral
therapies to help you cope with, and
overcome your pain.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen ftext:
Your Treatment Team May Include:
(bullets appear when mentioned)
e Health care professional
¢ Pain Specialist
¢ Psychologist or psychiatrist
¢ Pharmacist
s Nurse
¢ Therapists

Your treatment team will play an
important role in helping you overcome
your pain. This team may include your
health care professional, a pain
specialist, a psychologist or
psychiatrist, a pharmacist, a nurse,
and therapists.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text and images.

On-screen text:

Set Realistic Goals

[GRAPHICS OF PEOPLE
PERFORMING LIMITED ACTIVITIES
SUCH AS GARDENING, WALKING

ON A SIDEWALK, ENJOYING
FAMILY]

The process of healing begins by
setting realistic goals for yourself, and
making sure your family and friends
know about them too. [Marcus/p6/4|1]
For example, you may want to be able
to run a marathon, but if it is currently
too painful to walk, being able to walk
around the block may be a more
realistic goal. Once goals are reached,
you can always set new ones. WWhen
setting goals, be careful not to put too
many restrictions or demands on
yourself or allow others to do so.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text and image.

On-screen text:
Play an Active Role in Your
Treatment

[GRAPHICS OF PERSON SPEAKING
WITH A HEALTH CARE
PROFESSIONAL AND INTERACTING

To be successful, you will want to, and
need to, take an active role in your
treatment plan.

Confidential
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WITH A PHYSICAL THERAPIST]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(bullets appear when mentioned)
 What does your pain feel like?

You can do this by giving clear and
honest feedback to your treatment
team about what you are feeling and
how you are responding to the various
treatments you are using. The types of
guestions you should be asking
yourself before each appointment with
a member of your treatment team
include: What does your pain feel like?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

* How often does your pain
occur?

How often does your pain occur?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

¢ When it occurs, how long
does your pain last?

When it occurs, how long does your
pain last?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

 What activities (if any) seem
to trigger your pain?

What activities (if any) seem to trigger
your pain?

Remain on medium shot of health care
professional to the side of the screen to

What activities does your pain prevent
or limit you from doing?
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permit on-screen text.
On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

* What activities does your pain
prevent or limit you from
doing?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

s How does having pain make

And finally, how does having pain
make you feel?

you feel?
Cut to close-up of health care Although it may not be possible for
professional. your pain.to resolve completely, with

commitment and persistence, you can

overcome your pain and lead a happy,

productive, and fulfilling life. Thank you
for your time, and good luck.

Camera slowly pulls back to wide shot
of health care professional behind
desk.

Logo:
Emerging Solutions in Pain
On-screen text:

Ask your health care professional
about other modules in this series.

For additional information about
understanding pain, visit these
resources:

e The American Chronic Pain
Association
http://lwww.theacpa.org

¢ The American Pain
Foundation
http:/lwww.painfoundation.org
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o KidsHealth®
http:/lwww . kidshealth.org/kid/
talk/ga/pain.htmi

¢ The National Cancer Institute
httn:/iwww.cancer.gov/cancert
opics/understanding-cancer-

pain
¢ The National Pain Foundation
http:/lwww.nationalpainfound

ation.org
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Medium shot of health care
professional looking directly at the
camera, centered in the screen.

Logo:
Emerging Solutions in Pain

On-screen text:

Understanding Pain

with

[Clinician’s name/credentials]

Emerging Solutions in Pain. If you are
watching this video, it is because you
or someone you love has seen a health
care professional because of pain.
Pain, especially when it's severe and
debilitating, can be frightening. The
goal of this video is to reduce that fear
by helping you understand what pain
is, how it occurs, and to let you know
that there is hope.

Cut to close-up head shot of clinician.

Pain is an important part of your body's
defense system. [ACPA/p8/{/6] It tells
your brain that you have been injured
or are in danger of being injured so you
can take corrective action. This type of
pain is good.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen images.

[GRAPHIC OF PERSON TOUCHING
A HOT STOVE]

[GRAPHIC OF A PERSON WITH
ABDOMINAL PAIN]

For example, it keeps you from getting
burned when you touch a hot stove, or
causes you to seek help if the pain is
coming from inside your body and
requires the opinion of a health care
professional. However, not all pain is
good pain.

Cut to close-up of health care
professional

Pain is not good if it continues or keeps
coming back even though the injury or
illness that originally caused it is long
over, or no cause for the pain can be
found. [ACPA/p8/2] In fact, it can
have a quite a negative impact on your
physical and emotional health and well
being.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen images.

[GRAPHIC OF PERSON SPEAKING
WITH A HEALTH CARE
PROFESSIONAL]

[GRAPHIC MONTAGE OF PEOPLE
WORKING, ENJOYING THE
OUTDOORS, FRIENDS, HOBBIES]

It is usually the suffering, and not the
pain itself, that causes people to see a
health care professional and seek pain
relief. [Loeser/p1/]1] People with this
kind of pain need to know there is hope
that their pain can be controlled so they
can go back to enjoying life and doing
the things they need and want to do.

Remain on medium shot of health care

The first step in understanding pain is

Video
1
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professional to the side of the screen to
permit on-screen text.

On-screen text:
3 Types of Pain
(bullet and sub-bullets appear in red
when words are spoken)
e Acute
o Sudden
o Specific cause
o Goes away

Or cut to split image of suggested
graphic(s) on one side and text on the
other side:

[GRAPHIC OF HAMMER HITTING A
FINGER, PERSON UNDERGOING
SURGERY, PERSON WITH SORE
THROAT, BABY JUST BORN]

knowing about the different types of
pain. There are 3 types of pain. The
first is acute pain. Acute pain is pain
that comes on suddenly, usually has a
specific cause (such as in response to
injury, surgery, a medical procedure, a
brief iliness, or childbirth), and goes
away within minutes, hours, or days as
the injury heals. [APS/p1/9/4]
[ACPA/p8/1]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:
3 Types of Pain

(new bullet and sub-bullets appear in
red when words are spoken, previous
sub-bullets disappear and previous
main bullet becomes black)

e Acute
o Chronic

o Continues after it
shouldn’t

o No beneficial purpose

o Lasts beyond the
iliness or injury, or
longer than 3-6 months

Or cut to split image of suggested
graphic(s) on one side and text on the
other side:

[GRAPHIC PEOPLE IN PAIN
PERFORMING NORMAL ACTIVITIES
SUCH AS WORKING, WALKING,
GARDENING, SITTING ALONE]

The second type of pain is chronic
pain. Chronic pain is pain that
continues after it shouldn’t, and
serves no beneficial purpose—
lasting beyond the course of an
iliness or injury, or for more than 3 to
6 months. [ACPA/p8/2]
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Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

3 Types of Pain

(new bullet and sub-bullets appear in
red when words are spoken, previous

sub-bullets disappear and previous
main bullet becomes black)

e Acute
e Chronic
o Breakthrough
o Flare-up or spike of
severe pain

o Breaks through around-
the-clock pain medicine

o May be due to:

= Worsening
iliness

= Certain activities
= End-of-dose
Or cut to split image of suggested

graphic(s) on one side and text on the
other side:

[GRAPHIC OF PERSON GETTING A
CAT SCAN, PERSON RISING FROM
A CHAIR, PERSON COUGHING,
PERSON LOOKING AT CLOCK OR
WATCH]

The third type of pain is breakthrough
pain. Breakthrough pain is a flare-up
or spike of severe pain that break
through the medicine being taken
around-the-clock to control chronic
pain, and may occur because of a
worsening illness, in response to
certain activities such as rising from a
chair or coughing, or as the effect of
the scheduled pain medicine dose
wears off. [ACPA/p8Y3]

Cut to or remain on medium shot of
health care professional to the side of
the screen to permit on-screen text.

On-screen text:
Pain can affect you...
(each bullet appears in red when word
is spoken)
e Physically
* Psychologically
¢ Emotionally

The second step in understanding pain
is realizing that pain is more than just
physical. [Loeser/p1/91] Pain can also
affect you psychologically and
emotionally. It is natural for people
with chronic uncontrolled pain to be
depressed or anxious. [Marcus/p1/92]

Cut to close-up of health care
professional.

When you are in constant pain, it can
be difficult to feel like yourself. It can
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also make it hard for you to do the
things you need to do like work, study,
and perform activities of daily living like
shopping and household chores.
Constant pain can also take the
pleasure out of doing things you
usually enjoy doing, such as going out
and being with friends and family. It is
important to realize that all these
symptoms are interwoven, so you can
focus on restoring your physical, social,
and psychological well being.
[Marcus/p1/912;p2/9]1]

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text and
image/animation.

On-screen text:

Pain is a series of electrical signals

[GRAPHIC OF PERSON FPRICKING A
FINGER WITH A PIN]

The next step in understanding pain is
learning how it occurs. Imagine sticking
your finger with a pin.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text and
image/animation.

On-screen text:
Pain is a series of electrical signals

[PULL BACK FROM CLOSE-UP OF
FINGER TO MEDIUM SIDE VIEW OF
PERSON, AND ANIMATE BASED ON
IMAGE BELOW TO DEMONSTRATE
NEURAL PAIN PATHWAY]

As the pin enters your skin, it
stimulates the nerve endings under
your skin. [AMA 2005/p4/c2/{12-4] That
stimulation triggers an electrical signal
that is sent along the nerve ending to
your spinal cord, which carries the
signal into your brain. Inside your brain,
the signal is routed by the thalamus,
which is a specialized area of your
brain located in the center of your
brain. [Martini/p400/c1/]3] The
thalamus acts like a telephone
switchboard, sending the signal to
other parts of your brain where it is
interpreted as pain. Then, your brain
sends a corresponding signal back to
the muscles in your arm, hand, and
finger, instructing them to pull away
from the source of the pain—the pin—
and protecting you from further harm.
[Marcus/p2/912]
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Remain on médium shot‘of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Chronic pain works differently
¢ Reduced tolerance for pain
¢ Feel pain more strongly

¢ Nerves become
hypersensitive

o Pain becomes more intense
e Overload of pain signals

¢ Suffering increases the sense
of pain

In people with chronic pain, the way
pain is processed works differently,
causing them to have a reduced
tolerance for pain and therefore feel
pain more strongly.
[Whitten/p10/Figure 1 + Box] Nerve
inflammation causes nerves to
become hypersensitive. Damaged
nerves send constant, non-stop pain
signals which, in time, make the
feeling of pain more intense. After
awhile, even harmless stimulation of
the affected nerves becomes painful.
This causes the brain to overload with
pain signals, and the suffering
increases the sense of pain even
more.

Cut to close-up shot of health care
professional.

The good news is, there’s hope. With
the proper treatment, the severity of
pain, the frequency with which it
occurs, and the duration of pain can be
reduced so you can return to daily
activities [Marcus/p5/9]2] and improve
your quality of life. In fact, because
pain has a psychological component,
just getting back to a more normal
routine can actually help to reduce your
pain level.

Cut to medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:
Multidisciplinary Treatment

Chronic pain can be effectively
managed by using an approach that
addresses all the physical, emotional,
and psychological aspects of what you
are experiencing. [Marcus/p5/Figure
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Approach
(bullets appear when mentioned)
o Education
e Medication
e Physical therapy
¢ Occupational therapy
¢ Behavioral therapy

2;p6/4]1] This may include the use of
education, medication, and a
combination of physical,
occupational, and behavioral
therapies to help you cope with, and
overcome your pain.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:
Your Treatment Team May Include:
(bullets appear when mentioned)
¢ Health care professional
¢ Pain Specialist
e Psychologist or psychiatrist
e Pharmacist
e Nurse
¢ Therapists

Your treatment team will play an
important role in helping you overcome
your-pain. This team may include your
health care professional, a pain
specialist, a psychologist or
psychiatrist, a pharmacist, a nurse,
and therapists.

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text and images.

On-screen text:
Set Realistic Goals

[GRAPHICS OF PEOPLE
PERFORMING LIMITED ACTIVITIES
SUCH AS GARDENING, WALKING
ON A SIDEWALK, ENJOYING
FAMILY]

The process of healing begins by
setting realistic goals for yourself, and
making sure your family and friends
know about them too. [Marcus/p6/y[1]
For example, you may want to be able
to run a marathon, but if it is currently
too painful to walk, being able to walk
around the block may be a more
realistic goal. Once goals are reached,
you can always set new ones. When
setting goals, be careful not to put too
many restrictions or demands on
yourself or allow others to do so.

Remain on medium shot of health care
professional to the side of the screen fo
permit on-screen text and image.
On-screen ftext:

Play an Active Role in Your
Treatment

[GRAPHICS OF PERSON SPEAKING

WITH A HEALTH CARE
PROFESSIONAL AND INTERACTING

To be successful, you will want to, and
need to, take an active role in your
treatment plan.
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WITH A PHYSICAL THERAPIST]

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(bullets appear when mentioned)
o What does your pain feel like?

You can do this by giving clear and
honest feedback to your treatment
team about what you are feeling and
how you are responding to the various
treatments you are using. The types of
questions you should be asking
yourself before each appointment with
a member of your treatment team
include: What does your pain feel like?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

e How often does your pain
occur?

How often does your pain occur?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

e When it occurs, how long
does your pain last?

When it occurs, how long does your
pain last?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

¢ What activities (if any) seem
to trigger your pain?

What activities (if any) seem to trigger
your pain?

Remain on medium shot of health care
professional to the side of the screen to

What activities does your pain prevent
or limit you from doing?

Confidential

TEVA_MDL_A_00827758

P-08139_00103



Confidential

Cephalon—ESP patient Tool Kit—Understanding Pain VIDEO D1.2 9/7/07

permit on-screen text.
On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

e What activities does your pain
prevent or limit you from
doing?

Remain on medium shot of health care
professional to the side of the screen to
permit on-screen text.

On-screen text:

Provide Clear and Accurate
Feedback

(previous bullet disappears when new
bullet appears)

¢ How does having pain make

And finally, how does having pain
make you feel?

you feel?
Cut to close-up of health care Although it may not be possible for
professional. your pain to resolve completely, with

commitment and persistence, you can

overcome your pain and lead a happy,
productive, and fulfilling life. Thank you
for your time, and good luck.

Camera slowly pulls back to wide shot
of health care professional behind
desk.

Logo:

Emerging Solutions in Pain
On-screen fext:

Ask your health care professional
about other modules in this series.

For additional information about
understanding pain, visit these
resources:

e The American Chronic Pain
Association
http://www.theacpa.org

¢ The American Pain
Foundation
http://www.painfoundation.orq
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« KidsHealth® /-
http://lwww.kidshealth.org/kid/ éf"‘“‘ P@J&l“ﬁm
talk/qa/pain.html M ?

o The National Cancer Institute / e
http://www.cancer.qovi/cancert
opics/understanding-cancer-
pain

¢ The National Pain Foundation
http://lwww_nationalpainfound
ation.org

H
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Types of Pain Medications

You may have heard the familiar phrase “no two people are exactly alike.” The
same can be said for the way people respond to pain treatments. No two people
respond exactly the same way to the same treatment. [ACPA/p4/97] Fortunately,

there are many different ways to treat chronic pain. [ACPA/p3/{[10]

Treatment for chronic pain includes therapies such as physical, behavioral,
occupational, and psychological therapy. [ACPA/p3/10] Pain can also be treated
with medications, devices, interventions, and surgery. Non-traditional treatments
may also be used to support traditional medicine, for example: meditation,
acupuncture, and massage. Most people who are treated for chronic pain require
a combination of different approaches to relieve their pain. Some type of therapy
is often included in this combination. In many cases, therapy may actually help

reduce the need for more invasive techniques.

The World Health Organization (WHO), a leading authority in the treatment of
pain, recognizes that everyone is different and recommends an individualized
pain management approach based on each person’s unique needs.
[AHCPR/p32/#13] The WHO recommends that the simplest and least invasive
pain management techniques be used first (Invasive tests or procedures are
those that penetrate the body or puncture the skin.). [AHCPR/p32/#14]

Medication is the mast commonly used method for treating chronic pain.
/M

it

[ACPA/p4/YS] —

‘/ 6 (%
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Pain medications fall into 2 main categories
There are 2 main categories of pain medications:

e Over-the-counter (OTC) medications
OTC pain medications can be purchased at most drug and grocery stores,
and do not require a prescription from your healthcare professional.
[ACPA/p9/{|1] [familydoctor/p1/9]2] They may be available in a variety of
forms including tablets, lozenges, suppositories, patches, sprays, creams,

and ointments. [ACPA/p9/M[1]

¢ Prescription medications
Prescription pain medications are only available with a prescription from
your healthcare professional, and must be dispensed by a licensed

pharmacist. [ACPA/p10/]5]

There are 2 types of OTC pain medications U&é \{/’l\c(

The 2 types of OTC pain medications that are available without a prescnption
include acetaminophen (Tylen for example*) and nonsteroidal anti-
inflammatory drugs (NSAIDs) (Bayer Aspirin®, Aleve, or Motrin®, for example™).
[familydoctor/p1/4]2] The less recognizable generic (non-brand names) of NSAIDs
include: aspirin, ibuprofen, and naproxen, among others). There are also some
OTC pain medications available that combine both acetaminophen and aspirin.

[ACPA/p9/12] [familydoctor/p1/]3] OTC medications that are labeled as “extra
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strength” usually have a higher dose of active ingredient than the regular strength

product and some of these products may contaka caffeine. Refer to the package
YN,
\kJM -

*The brand names that appear in this book are listed for information only. No

label for a listing of all active ingredients.[ACPA/p9/4|5]

endorsement is implied.
[GRAPHIC OF A PHARMACY SCENE]

Acetaminophen helps to relieve pain by elevating the pain threshold, that is, by
requiring a greater amount of pain to develop before a person feels it. |
http://www.medicinenet.com/acetaminophen/article.htm][4] NSAIDs help to
relieve pain that also involves swelling (inflammation). [ACPA/p10/1[8] NSAIDs do
this by reducing the production of certain chemicals in your body that irritate

nerve endings. [familydoctor/p1/[5]

While OTC pain medications rarely cause life-threatening effects, they are
associated with health problems, some of which can be dangerous.

[ACPA/p9/§I8] [familydoctor/p2/9]5]

Acetaminophen can cause liver and/or kidney damage if you take very high

doses or already have liver and/or kidney problems. [familydoctor/p2/9[6] If you

rink heavily, acetaminophen can damage your liver even at fairly low doses.
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Aspirin can irritate the lining of the stomach and intestine and cause nausea or
discomfort ; it may also cause bleeding from one or both of these areas,

especially if taken while drinking alcohol. Aspirin also affects how fast blood will

congeal or clot. Aspirin, when given for flu symptoms, may caus \D
n’/

N\\ ©
émdrome a rare disease, in children or adolescents. Before you take aspirin in \'\_0

e . . o &,\)‘

any form, ask your doctor or nurse if there is any reason for you not to take it.

\uj\'\x

\;)“

("

Never exceed the recommended dose, unless instructed to do so by your \\)'

healthcare professional. Xy

NSAIDs taken for Jehg periods Mr ay cause

gastrointestinal problems including upset stomach, ulcers, and bleeding.
[familydoctor/p2/97] The risk of Gl problems with NSAIDs increases the longer
you take them and the higher the dose is you take. [ACPA/p10/9[1]
[familydoctor/p2/9]7] Drinking alcohol may further increase this risk.
[familydoctor/p2/7] NSAIDs can also cause kidney and/or liver damage, and
other conditions such as high blood pressure. [ACPA/p10/91] [familydoctor/p2M]8]
Taking NSAIDs if you are also taking a diuretic (also called a water pill) can also
be dangerous. [ACPA/p10/q1] When in doubt, ask your healthcare professional if
there is any reason you should not take NSAIDs. Never exceed the

recommended dose unless instructed to do so by your healthcare professional.
Quick Facts about OTC Pain Relievers

« Aspirin and ibuprofen reduce inflammation; acetaminophen does not.
« Aspirin and ibuprofen are often used to reduce the pain of swollen joints
and other inflamed areas; acetaminophen is not.
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» Aspirin and ibuprofen can irritate the stomach. Sometimes they even
cause stomach bleeding. Acetaminophen does not have this effect.

« Aspirin and ibuprofen can affect blood clotting and may cause bleeding.
Acetamlnophen has no effect on blood clotting.

g Reye's syndrome, a rare brain and ||ver dlsease‘

. Reye's syndrome.

« Acetaminophen can cause liver and/or kldney damage if you tak
high doses or already have liver and/or kidney problems.

« If you are a heavy drinker, acetaminophen can damage your liver even at
fairly low doses

+ NSAIDs taken for long periods of time or in large amounts can cause

_Kdnepr—=—"4 1 Dicjus (&Wxﬁ 7
[http://rex.nci.nih.gov/NCI_Pub_Interface/Pain_Control/nonprescript.htmi]

(D&g/w There are 3 types of prescription pain medications

M Prescription medications for chronic pain include non-opioid analgesics, opioid
\ .\;\
N\' Enalgesics, and adjuvant (medications that enhance or improve pain relieving

%y effects when used in combination with other analgesics) analgesics.

[GRAPHIC OF HEALTHCARE PROFESSIONAL WRITING A PRESCRIPTION

OR OF A PHARMACIST FILLING A PRESCRIPTION]

Non-opioid analgesics are NSAIDs that are available only by prescription, and
include cyclooxygenase (COX)-2 inhibitors. [ACPA/p10/]10] Other strengths of
NSAIDs can also be by obtained by prescription only. These medications are the
same as those found OTC, but have a much higher amount of active ingredient
(example: ctive ingredient compared to 200 mg active ingredient found
in OTC NSAIDs)
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Like other NSAIDs, COX-2 inhibitors reduce the production of certain chemicals
M%

in your body that irritate nerve endings. [glucosamine-arthritis/p/{l2] The COX-2

inhibitors cause fewer gastrointestinal side effects than other NSAIDs when used
| fqr short periods of time and when taken as prescribed, although serious ulcers

can still occur without warning. COX-2 inhibitors may also cause kidney and

cardiovascular problems, especially if taken for long periods of time or taken in
R —— et

—

excessive amounts, not as prescribed. [ACPA/p104]10;p11/4]1]
T

Opioid analgesics are available by prescription only. [ACPA/p14/92] The word
“opioid” comes from opium, a chemical that is taken from the poppy plant.
[ACPA/p14M1] Opioids have been used for centuries to relieve pain, and are
now available in both natural and man-made forms. Opioids trigger receptors in

the brain to provide pain relief. [ACPA/p14/9]4]

Opioid analgesics come in short- and long-acting formulations, meaning that the
duration of pain relief may be shorter or longer depending on which medication
you take. [ACPA/p14/]2+3] Some opioids are more potent than others and some
start working very soon after you take them whereas others take longer to
become effective. These differences make individual opioid analgesics
particularly well-suited for treating certain kmds of pain. The pain relieving

']

characteristics of the analggsic often comp!' ment thé characteristics of your

pain. For example, if you experience baih éroUhd-the-clock, a long-acting pain
reliever may offer the most effective pain relief. Pain that comes on quickly and

doesn'’t last long may be best treated by a short-acting analgesic. Pain
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medication, however, is always prescribed on an individual basis, based on your
response to the drug and your healthcare professional’'s expert guidance.

[ACPA/p14/3]

Opioid analgesics are the most widely prescribed treatment for moderate to
severe pain because they are effective, easy to take, and provide excellent pain
relief relative to their potential to cause side effects. [AHCPR/p37/2] They are
available in a wide range of formulations, helping to ensure that all peopie who
need them for pain relief can take them. These formulations include:

[AHCPR:p40/M1-p43/3]

e Tablet

e Lozenge

e Suppository

e Skin patch

e Nasal spray

¢ Injection

¢ Implantable pump

Patient-controlled analgesia (PCA) pump

Common side effects of opioid therapy include constipation, nausea, confusion,

tiredness, and difficulty breathing. [AHCPR/p37/4]3] People are sometimes
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nervous about taking opioid analgesics because they are afraid they will become
addicted. [ACPA/p18/§12] Addiction is a chronic, relapsing disease of the brain
characterized by compuisive drug use which continues despite attempts to stop
taking drugs, participation in drug treatment programs, and recognition of the
harmful consequences of drug use. [ National Institutes of Health. Drugs, Brains,
and Behavior: The Science of Addiction. NIH Pub No: 07-5605. 2007; Accessed
on July 10, 2007, available on line at:

http.//www.drugabuse.gov/scienceofaddiction/] Addiction rarely occurs in people

who take opioid analgesics as prescribed for chronic pain. [AHCPR/p38/]1-3] It is
sign of addiction if you find you need increasing amounts of an opioid
analgesic to control your pain (called developing tolerance), or if you experience
unpleasant symptoms when your opioid analgesic is suddenly stopped (called
physical dependence). [AHCPR/p38/1-3+5] If pain is not effectively controlied

speak to your healthcare professional before changing how you take your,

medication.

Adjuvant analgesics are used in conjunction with opioid analgesics to increase
their effectiveness, treat symptoms that can make pain worse, and to treat
specific types of pain. [AHCPR/p46/]4] Adjuvant analgesics that your healthcare

professional may prescribe include: ' Ig(
These medications must be taken according to prescrlptlon

¢ Corticosteroids—used to help improve mood, reduce swelling and W

nausea, and improve appetite [AHCPR/p47A]1] a} *\4(\J"‘

Confidential TEVA_MDL_A_00827768
P-08139_00113



Confidential

Cephalon—ESP Patient Tool Kit—Types of Pain Medications PRINT D1 9/14/07 9

e Anticonvulsants—used to treat pain caused by nerve damage

[AHCPR/p47/2]

o Antidepressants—used to treat pain due to cancer, improve mood, and

increase the effectiveness of opioid analgesics [AHCPR/p47/y]3]

e Tranquilizers—used to increase the effectiveness of opioid analgesics, or
as an alternative to opioids in people who cannot tolerate them, and to

reduce nausea and anxiety [AHCPR/p48/4]3]

¢ Antianxiolytics—used to treat anxiety and reduce nausea

[AHCPR/p48/5]

e Bisphosphonates and Calcitonin—used to treat severe bone pain in

people with bone cancer [AHCPR/p48/6;/p49/4/1+2]
Be open and honest with your healthcare professional

Deciding which medications are right for you is a te;ém approach, with you

S
working closely with your healthcare professio characterize the pain you are

feeling and the cause of that pain. The best place to start is by bringing all of the
medications you currently take with you to your next visit with your healthcare

professional.

It is very important that your healthcare professional knows exactly what
medications you take and at what dosages. [ACPA/p5/f2] This includes any

medications you take for pain, as well as for any other medical conditions you
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may have. Remember to bring both OTC and prescription medications with you,
including all herbal remedies, nutritional supplements, and vitamins.
[ACPA/p5/9[1] Even if you do not think of them as medicines, herbal remedies,
vitamins, nutritional supplements, and even herbs you grow in your garden can
interact with other medications including those your healthcare professional may

prescribe for pain, and cause side effects. [ACPA/p5/{[1]

It is also important that you tell your healthcare professional honestly about your
intake of caffeine, alcohol and tobacco, and about any illicit drugs you may be

using including marijuana, [ACPA/p5/]3] even if you only use them occasionally.

Guidelines help identify the best treatment approach

In deciding which pain medications will be best for you, your healthcare
professional will rely on his or her knowledge of your medical condition, the other
medications and substances you are taking, his or her clinical experience and
judgment, and your input. Your healthcare professional may also look to the
WHO Pain Relief Ladder for guidance. [WHO/p1//1] The lowest rung of the
ladder represents the least amount of pain. At this level, the simplest dosing
schedule and least invasive medications are recommended. As pain persists or
increases in severity with each higher rung of the ladder, the number and

strength of the various pain medications recommended increases accordingly.

[GRAPHIC OF WHO LADDER : DELETE “FREEDOM FROM CANCER PAIN"
AT TOP OF TOP STEP and Replace with “Suggested Treatment for Chronic

Persistent Pain”)

TEVA_MDL_A_00827770

P-08139_00115



Cephalon—ESP Patient Tool Kit—Types of Pain Medications PRINT D1 9/14/07 11

Use this handy checklist

The checklist below will help you prepare for your next office visit with your
healthcare professional. Complete the checklist and bring it with you to your next
appointment, along with all your OTC and prescription medications and any
herbal remedies, nutritional supplements, and vitamins you may be taking. This
will enable you to play an active role in determining which medications you can
and should take for your chronic pain. At the end of this document, you will also

find a brief list of common OTC and prescription pain medications your
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healthcare professional may recommend or prescribe to treat your pain and help

improve your ability to function and enjoy life.

Ask your healthcare professional about other modules in this series. For

additional information about pain medications, visit these resources:

« The American Society of Anesthesiologists

http://www.asahq.org/patientEducation/managepain.htm

. Familydoctor.org
http://familydoctor.org/online/famdocen/home/common/pain/treatment/122

.html

» The National Cancer Institute

http://www.cancer.gov/cancertopics/paincontrol

+ The National Institute on Drug Abuse

http://www.nida.nih.gov/Infofacts/Painmed.html

« The National Library of Medicine/The National Institutes of Health

http://www.nlm.nih.gov/medlineplus/painrelievers.html

» The National Pain Foundation
http://www.nationalpainfoundation.org/MyTreatment/News_RealReasonW

hyPainMedicationUseonRise.asp
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Pain Medication Checklist (bring to your next office visit)

a

Put all OTC medications | take in a bag.

Put all prescription medications | take in a bag.

Put all herbal remedies | take in a bag.

Put all nutritional supplements | take in a bag.

Put all vitamins | take in a bag.

| grow/eat the following garden herbs:

| am not currently taking, but have taken in the past, the following

medication(s) for pain:

I drink ____ caffeinated beverages per day.

I drink ____ alcoholic beverages per day.

| use/have used the following illicit drugs:

U%%MP
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LI I have the following questions/concerns about my pain treatment:
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Common Pain Medications [ACPA/p12/Table;p13/{1+Bullets;p15/Table

Type

Medications

=

Over-the-Counter (OTC) Medications

Acetaminophen

Nonsteroidal
Antiinflammatory
Drugs (NSAIDs)

Aspirin
Ibuprofen
Ketoprofen
Naproxen

Prescription Medications

Non-opioid Analgesics

(NSAIDs)

Celecoxib
Diclofenac
Diflunisal
Etodolac
Fenoprofen
Flurbiprofen
Indomethacin
Ketorolac
Mefenamic acid
Nabumetone
Oxaprozin
Piroxicam
Sulindac
Tolmetin

Opioid Analgesics

Buprenorphine
Butorphanol
Codeine
Fentanyl
Hydrocodone
Hydromorphone
Levorphanol
Meperidine
Methadone
Morphine
Oxycodone
Oxymorphone
Pentazocine
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