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@ |V Regional Blocks
IV regional blockade, also known as a Bier Block, is a method of producing pain
relief (analgesia) in an arm or leg by injecting medications intravenously, while the
blood supply (circulation) in the arm or leg is cut off (occluded). This may cause
temporary numbing (anesthesia) of the extremity, if a local anesthetic drug is used.
Many patients are sent for physical therapy after the block, so their arm or leg can
be exercised without pain. Your doctor may recommend this type of block if you
have severe pain from Complex Regional Pain Syndrome or nerve injury.

® Anesthetic Infusions
[V Anesthetic Infusion s the infusion of a local anesthetic such as lidocaine through
an IV catheter. This method can be used to treat chronic neuropathic pain (pain
coming from nerves). The local anesthetic is given over a 30-60 minute period of
time; you will be manitored for a period of time after that determined by your pain
specialist. This may be done in an outpatient or ambulatory care setting.

@ Disposable Anesthetic Systems
PainBuster and ON~Q are two of the systems available that provide a continuous
infusion of local anesthetic directly into the surgical wound. Your healthcare
provider mignt recommend this method of pain control if you are having knee, hip,
shoulder or abdominal surgery. The advantage to this system is it can be used on
an outpatient basis. A small catheter is place directly into the surgical site, and your
skin closed around the catheter. A small device will deliver local anesthetic to the
wound site for 24-48 hours. You will be instructed on care and removal of the
catheter.
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IMPLANTABLES

Advances in medical technology have greatly impacted pain management delivery
systems. Pumps and stimulators have been designed so they can be surgically placed
under the skin. This helps reduce the risk of infections that is more common with
external devices and provides targeted pain relief to major nerves and the spinal cord,
depending on the system selected. External devices tend to be recommended for
short-term pain problems when pain relief is expected to decrease over time. Internal
(implantable) devices may be more appropriate for persistent pain problems that require
long-term pain reduction.

SPINAL CORD STIMULATION (SCS)

SCS therapy may be used te treat chronic pain that has been objectively confirmed in
the nack or arms, chest, mid to low back or legs. It is most effective in treating pain
coming from the nerves (nerve damage). Your pain specialist will perform a SCS "trial,”
a test so see if the therapy will help te relieve your pain. If the trial is successful, a
surgical procedure will be required to “implant” the SCS system.

Physicians require special training to insert either temporary or permanent SCS. Often,
nurses who specialize in pain management are trained in adjusting and monitoring these
systems following placement.

SCS uses a small battery-type device, called a pulse generator or receiver, to deliver
electrical impulses to a “lead” (catheter with electrodes along the tip), which is placed
near nerves along the spinal cord. The electrical impulses, or stimulation, interfere with
the transmission cf pain signals to the brain. In successful cases, the brain perceives the
more pleasant tingling sensation (stimulation) and not the pain sensation

SCS therapy may be used to treat: chronic pain in the neck or arms, chest, mid to low
back and legs that has been objectively confirmed. It is most effective in treating pain
coming from the nerves (nerve damage). Your pain specialist will perform a SCS “trial,”
a test to see if the therapy will help to relieve your pain. If the trial is successful, a
surgical procedure will be required to "implant” the SCS system.

There are two types of SCS systems, Implantable Fulse Generator (IPG) or
Radiofrequency (RF).

The IPG system is known as an internal system; all components (generator connected to
the lead) are implanted under your skin. The IPG is typically implanted in your buttock or
abdomen, with the lead in your spine. You or your pain specialist may program the
system using a programmer held over the generator, In older systems, the IPG will need
to be replaced when the generator becomes depleted (battery wears out). This usually
requires an outpatient surgical procedure. Newer systems have battery/generators that
are rechargeable by placing a small device over the generator, Many patients prefer this
system, which is advantageous in terms of not having to have repeat surgery for battery
changes. The IPG systems offer great advantages in supporting daily activity (can be used
while showering, bathing, swimming) along with cosmetic features (nothing can be seen
on the outside).

The RF system, on the other hand, is known as an external systam, It uses a
rechargeable type battery, located in a small controller called a transmitter. The
transmitter is connected to an antenna, which must be placed on your skin over a
receiver (usually implanted in your buttock or abdomen). The receiver is then connected
to the lead, which is placed in your spine. Some advantages to this system include: no
additional surgical procedures required and higher power outputs may be possible.
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Disadvantages are that it cannot be used while showering, bathing, or swimming, the
transmitter and antenna must be worn continuously outside the body to receive the
stimulation, and wardrobe issues may be present.

Prior to undergoing a SCS trial, your pain specialist should provide you with detailed
information on the therapy, system components, benefits and risks, and potential
complications. This information can help you decide if SCS is right for you.

IMPLANTED INTRASPINAL DRUG DELIVERY SYSTEMS

Intraspinal Drug Delivery is the continuous infusion of pain medications, possibly
including cpioids, local anesthetic drugs, baclofen, or other drugs into your spinal fluid
via a catheter and implanted infusion pump. Physicians require special training to insert
implantable systems. Often, nurses who specialize in pain management are trained in
filling, adjusting and monitoring these systems following placement.

Your pain specialist may choose this type of advanced pain treatment therapy if you
have chronic pain due to cancer, or other chronic pain condition that has been
objectively diagnosed. As in SCS therapy, this option should be considered only after
conservative methods have been tried and failed. There are many similarities to SCS
therapy: a trial infusion of the opiate medication will usually be done to assess your
response; a surgical procedure will be required to implant the system; the system lies
totally beneath the skin; from time to time the infusion pump must be replaced when
the battery is depleted.

The implanted drug delivery system consists of a small flexible catheter, placed in the
spinal fluid, connected to a drug infusion pump, and implanted in your abdomen. The
medication is placed into the pump via a small port (covered opening) in the top of the
pump. Your pain specizlist will decide which drug is right for you based on your trial.

A computerized program is used to tell the pump which drug is being used and how
much of the drug you are to receive per day.

Prior to undergoing a drug infusion trial, your pain specialist should provide you with
detailed information on the therapy, system components, benefits and risks, and
potential complications. This information can help you decide if intraspinal drug delivery
is right for you.

Treatment Options: A Guide for People Living with Pain 61

TEVA_MDL_A_01090564

P-03634 _ 00072



62 American Pain Foundation |  www.painfoundation.org

Confidential TEVA_MDL_A_01090565

P-03634 _ 00073



Confidential TEVA_MDL_A_01090566

P-03634 _ 00074



Confidential

LOOKING FORWARD WITH HOPE!

What's in the Pipeline?

Over the years, new medications and technologies have emerged for the treatment of
pain. A variety of pharmaceutical and medical technology companies have been carefully
working within their research and development departments to improve drugs and
delivery systems and create new treatment options for pain. They work closely with
some of the best and brightest pain researchers and pain clinicians. As pain research
advances, new ideas are generated and explored. There is hope in the future!

We have seen new preparations of “old" oploids expand with the introduction of longer
acting versions in pill form. Work continues so that eventually every opioid that
traditionally comes in a short-acting form will have a long-acting version. Today, we have
marphine and oxycodone options. Next, hydrocodone, oxymorphone and
hydromorphone will be an option. Also, new combination drugs that contain opioids
along with other medications are entering clinical trials. Some of these preparations are
expected to enhance pain relieving effects. Others are expected to eliminate the “sought
after” pleasurable effects when long-acting versions are improperly altered by those
who would misuse.

Patch therapy has gained popularity, whether in the form of an opioid, NSAID or
anesthetic. Generic versions of fentanyl have entered the market. Hopefully, offering
other medicaticns or combination of medications in patch form will be created. The
introduction of transbuccal delivery systems for fentanyl has launched a new concept,
Some companies are working on improving the onset of oral drug action by speeding it
up. Research is underway that uses an effervescent delivery system to create more rapid
onset versions of short-acting drugs. One such preparation has been reported to taste
like taking a teaspoon of a gentle carbonated cola or soda (pop), This may be very
appealing to those who experience breakthrough pain and would prefer faster relief.

Although two of the three COX-2 inhibitors have been taken off the market because
they increased the risk of heart attack and stroke in some persons, research is in process
to improve the safety of these drugs. It wouldn't be surprising to find new preparations
of NSAIDs become available in the next few years.

New adjuvants, such as gabapentin, pregabalin and duloxetine for neuropathic pain, are
showing great promise as they may provide better pain relief with fewer side effects.
Anesthetic patches, creams and solutions have helped with local pain problems, such as
open wounds, diabetic neuropathy and shingles pain. The release of a shingles vaccine
was announced in May 2008. This approach is expected to decrease the occurrence of
shingles in older or immune-compromised individuals and hopefully reduce the incidence
and saverity of shingles pain. More research in neuropathic pain will generate new
treatment options.

We can expect the introduction of drugs that work by unique mechanisms. For example,
Ziconotide, from 2 snail toxin, was introduced in 2004. Though this must be given
through an implantable infusion pump, it has helped in the treatment of severe pain
disorders that hava not responded to other theraplies. More substances that block pain
in newly discovered ways are being investigated. Drugs that work on nicotine and
capsaicin receptor sites in the nervous system might be the next breakthrough. Others
are investigating drugs to "turn off” parts of nerve cells that become “irritated” in the
presence of pain stimuli or when some pain relieving drugs, like morphine have been
used for a long period of time.

64 American Pain Foundation | wwWw.painfoundation.org

TEVA_MDL_A_01090567

P-03634 _ 00075



Confidential

Emerging medical technology is another promise of hope. Creating new and improving
current infusion devices and stimulators is on the rise. Recently, a rechargeable battery
for implantable pumps was introduced to the marketplace. This should help to decrease
the need to replace pumps every five years. That is a cost savings in pain, suffering and
healthcare dollars. The creation of smaller, more compact pumps and stimulator systems
will not only help decrease the discomfort of implantation, but expand this option for
very thin persons and the younger population living with persistent, complex pain. New
stimulator devices for the brain and the periphery are undergoing clinical trials now.

There is much to look forward to, but for those in pain the future cannot come fast
enough.
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CONCLUSION

In summary, understanding and effectively managing pain can be challenging. Since you
may have consulted several medical professionals already, you are well aware of the
difficulty in receiving adequate pain diagnosis and care. It is very important for you and
your healthcare providers to work as a TEAM to treat your pain effectively. Asking for
help from professionals whc have more experience in specialized areas may be
recommended. That way, a pain management program can be designed to meet your
needs.

As part of the pain “investigation,” a comprehensive pain assessment should be
completed. Knowing as much information as possible about your pain experience will
make it easier for your provider to diagnose and decide if your pain condition is
treatable by behavioral changes, medication adjustments and/or the inclusion of other
specialists or techniques.,

When there is a challenging pain problem to address, working with well-trained and
experienced pain management specialists is ideal. There are many more complicated
therapies than those discussed here that could be helpful to some.

Fortunately, there are also some pain problems that are easily managed, and a primary
care provider often can handle the problem very well. The main point is to understand
that most pain can be managed, and that all people have the right to have their pain
problems addressed.

Disabimy Detemxinatton e e e -
- The overall goal for | pam management is to reduce pain and 1mprove function-
5o that each individual living with persistent pain may regain'a quality of life.
When pain cannot be adequately reduced or when function is impaired,
- other options.may need to be pursued, Pain experts in rehabilitative medicine -
- {See Rehabilitative section) are often trained experis in the evaluation of
-~ thosewho' may require some form ‘of disability classification. This process is
~ better known as 2 disability determination.:More information about disability
- “evaluations and the government sponsored program under Social Security
- can be found at http://Www. ssa.gov/dlsabllltylprofesslonalslbluebook/
or by calling 1-800-772-1213.
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Commaon Pain Terms

Pain: an unpleasant sensory and emotional experience associated with actual or
potential tissue damage, or described in terms of such damage (IASP/APS 1992); The
inability to identify tissue damage sufficient to explain the pain is not proof that the pain
is of psychological origin (Portenay, Kanner 1996); Pain is whatever the experiencing
person says it is, existing whenever said it does (McCaffery 1968). Pain is personal and
subjective (APS 1999), therefore, the indivicual’s self-report on pain is the single most
reliable indicator of pain (AHCPR 1992).

Acute Pain: pain of sudden onset usually from a single, “fixable” event commonly seen
with surgery, accidental injury or inflammation, however, can be from unknown cause;
short duration from days to less than 3-6 months as associated with healing; considered
our biological red flag that sends warning signals through the nervous system that
something is either wrong within the body or that a hurtful activity should be avoided to
prevent further or repeat damage.

Allodynia: pain caused by a stimulus or action that does not normally cause pain, like
Iight touch or pressure, subtle temperature change, gentle breeze on skin (Mersky
1986).

Breakthrough Pain: pain that flares up or emerges through the comfort state obtained
from drug and/or non-drug pain relief methods.

Central pain: pain started or caused by damage to the central nervous system (spinal
cord, brain); this is a disorder of the nervous system or a disruption of normal nervous
system activity.

Chronic Pain: pain lasting longer than expected healing time, may last for many months,
years or a lifetime, may be constant or in intervals; cause may be unknown or result of
recent or previous acute pain episode; may be related to another chronic disorder, such
as arthritis, peripheral vascular disease, diabetes, or cancer (disease, treatment or
aftermath as a survivor); often cancer-related pain and non-cancer-related pain are
discussed as separate, distinct pain problems.

Deafferentation Pain: pain due to alteration or damage to the central nervous system
(central pain or neuropathic pain) or may be alteration of nervous system within larger
nerves or nerve roots before entry into central nervous system.

Escape Pain: another term used to describe breakthrough pain.

Hyperalgesia: an increased response to a stimulus that normally would induce a mild
discomfort (Mersky 1986).

Intractable Pain: old term (outdated) used to describe chronic pain resistant to pain
treatment; may be seen as diagnosis of those experiencing chranic persistent pain.

Lacinating Pain: stabbing, knifelike pain (Portenoy and McCattery 1999).
Neuralgia: pain along a nerve or nerves (Mersky 1986).
Neuritis: pain caused from the inflammation of a nerve or nerves (Mersky 1986).
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Neuropathic Pain: pain started or caused from alteration of the nervous system
(McCaffery and Pasero, 1999).

Nociceptive Pain: another term used to describe acute pain as a response to a noxious
(unpleasant) stimulus activating nerve cells to send pain signals along the nervous system
for recognition and response. The nervous system is working appropriately.

Pain Flares: pain that suddenly erupts or emerges with or without an aggravating event
or activity.

Pain Perception: the natural process of recognizing, defining and responding to pain
(McCaffery and Pasero, 1999).

Pain Threshold: the least experience of pain that is recognized (or) the lowest level of
stimulus that is perceived as painful (Mersky 1986).

Pain Tolerance: the greatest level of pain that an individual is prepared to (or willing to)
tolerate (Mersky 1986).

Paroxysmal Pain: pain that occurs in waves or patterns, intermittent in nature; may be
related to muscle spasm or visceral pain disorders.

Peripheral Neuropathic Pain: pain started or caused from alteration of nerves or nerve
roots (McCaffery and Paserc, 1999).

Persistent Pain: pain that lasts 12 or more hours every day.

Radicular Pain (Radiculopathy): pain from an alteration within one or more nerve roots
(Bonica 1990).

Somatic Pain: pain within the muscles and/or bones (McCaffery and Pasero 1999).
Visceral Pain: pain within internal organs (McCaffery and Pasero 1999).
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Definitions Related to the Use of Opioids for the Treatment of Pain
American Society of Addiction Medicine
http:/iwww.asam.orglpain/definitions2.pdf

MedlinePlus
National Library of Medicine
http:/imedlineplus.gov/

National Center for Complementary & Alternative Medicine
National Institutes of Health
http://nccam.nih.govlhealth/

National Institutes of Health
http:/lwww.nih.gov/

Pain & Policy Studies Group
University of Wisconsin
http:/lwww.medsch. wisc.edu/painpolicy/

Pain Management Guidelines for the Older Persons
American Geriatric Society
http:/lwww.americangeriatrics.org/products/positionpapers/JGS507 1.pdf

RxList: The Internet Drug Index
http:/lwwwr.rxlist.com/

Use of Opioids for the Treatment of

Chronic Pain

American Pain Society
http:/lwww.ampainsoc.orgladvocacy/opioids. htm

Note: Many resources and @ more comprehensive list of links relating to this Treatment Options Book can be found
through the American Pain Foundation’s Web site or toll-free telephone information service.
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RESOURCES - FIND A PAIN SPECIALIST

American Academy of Medical Acupuncture
(323) 937-5514
http:/lwww.medicalacupuncture.orglacu_infolgeneralinfo.html

American Academy of Pain Management
(209) 533-9744
http:/lwww.aapainmanage.orglinfolPatients.php

American Academy of Pain Medicine
http:/lwww.painmed.org/membership/

American Academy of Physical Medicine and Rehabilitation
(312) 464-9700
http:/iwww.aapmr.orgl/

American Association of Naturopathic Physicians
(866) 538-2267
http:/fiwww.naturopathic.org/

American Chiropractic Association
(703) 276-8800
http:/lwww.amerchiro.orgllevell_css.cfm?T1ID=13

American Holistic Medical Association
(505) 292-7788
http :/lwww.holisticmedicine.org/public/public.shtml

American Holistic Nurses Association
(800) 278-2462
http:/lwww.ahna.org/practitioners/index. htm/

American Osteopathic Association

(800) 621-1773
http:/lwww.osteopathic.orglindex.cfm?PagelD=findado_main
American Pain Society

(847) 375-4715

http:/fwww.ampainsoc.org

American Society of Addiction Medicine

(301) 656-3920
http:/lwww.asam.org/searchl/search2. html
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American Society of Interventional Pain Physicians
(270) 554-3412
http:/lwww.asipp.org/

American Society for Pain Management Nursing
(838) 34-ASPMN /(888) 342-7766
http:/fwww.aspmn.org/

American Society of Regional Anesthesia & Pain Medicine
(847) 825-7246
http:/lwww.asra.com/

RESOURCES

American Alliance of Cancer Pain Initiatives
(608) 265-4013
http:/lwww.aacpi.wisc.edu/

American Cancer Society
(800) ACS-2345
http:/lwwwr.cancer.org

American Chronic Pain Association
(800) 533-3231
http:/lwwwr.theacpa.org/

American Pain Foundation
(888) 615-PAIN (7246)
http:/lwww.painfoundation.org

Beth Israel Medical Center
Department of Pain Medicine and Palliative Care
http:/iwww.stoppain.org/

CancerCare
(800) 813-HOPE (4673)
http:/lwwwi.cancercare.org

City of Hope Pain/Palliative Care Resource Center
http:/lwwwr.cityofhope.org/prc/

Mayday Pain Project
http:/iwww/.painandhealth.org/index. html

National Chronic Pain Society

(281) 357-HOPE (4673)
http:/iwww.ncps-cpr.org/
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National Family Caregivers Association
(800) 896-3650
http:/lwww.thefamilycaregiver.org/

National Pain Foundation
(303) 783-8899
http:/fwww.nationalpainfoundation.org/

Pain Assessment Scales
http:/lwww.partnersagainstpain.com/index-mp.aspx?sid=3&aid=7825

Pain Assessment Scales for Children
http:/lwww.childcancerpain.org/content.cfm?content=assess07

Pain Assessment Scales in Multiple Languages
http:/fwww.partnersagainstpain.com/index-mp.aspx?sid=3&aid=7692

Pain Clinical Trials Resource Center
http:/lwww.centerwatch.com/ctrc/PainFoundation/default. asp

Pain.com
http:/www.pain.com/

Partnership for Prescription Assistance
(888) 4PPA-NOW / (888) 477-2669
https:/fwww pparx.org/intro.php
Patient Advocate Foundation

(800) 532-5274
http:/iwww.patientadvocate.org/

Spine Universe
http:/lwww.spineuniverse.com/

Whole Health MD Therapies Reference Library
http:/lwww.wholehealthmd.com/ME2/Default.asp

Yoga for Chronic Pain
http:/lwww.painfoundation.org/page.asp?file=ManageYourPain/Yogal/Intro. htm
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Cognitive Therapy for Chronic Pain: A Step-by-Step Guide — B.E. Thorn (Guilford Press,
2004).

Disclaimer Statement: This information in this book is provided for educational and information
purposes only. Readers are encouraged to discuss it with their families and with their health-care
providers. Always consult with health-care providers before starting or changing any treatment. APF is
not engaged in rendering medical advice or professional services and this information should not be
used for diagnosing or treating a health problem. APF makes no representations or warranties,
expressed or implied. Providing references to other organizations or links to other resources or
websites does not imply that APF endorses the information or services provided by them. Those
organizations are solely responsible for the information they provide.
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An ainazing doctiment,
— [ackie Levin RN, MS

First, let me say how muich 1 enjoyed reading this publication—it is very
well developed and informative. I couldn’t think of a thing that might bate
been missed. I think it will be very wellreceived by the general public.Y all
have downe an exemplary job!!

— MaryAnn Stabile, Person Living with Pain
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REFRIGERATOR REMINDER

Medication Schedule For:
Date:

Medication Action Bedtime !Other
= [ @
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www.painfoundation.org
1-888-615 PAIN (7246)

This is a very good resource for the pain patienl.
— Russell Portenay, MD

What a great job! Finally. a [ill consumer resource created for
patienis with pain. A “must have” for every physician’s waiting
room. — Scolt Fishmarn, MD

This is one beck of a giiide. Most of the therapies I bave bad or
heard of bul there were a few that popped in that I bad not heard
about, It is a great overall introduction, explanation and
sununary of complex issues and mulli-disciplingry approaches Lo
pain treatment. — Nick Wilson. Person Living with Pain

This book is jist AWESOME, AWESOME, AWESOME. It makes mie $o
mad 1 didn’t bave this when my family and I were trying (o
understand different thevapies and getting hopelessly confused!
You all showld be SO proud of what you have done bere.

— Mary Vargas, Peyson Living with Pain

American Pain Foundation

Dedicated to eliminating the undertreatment of pain in America.

American Pain Foundation
201 North Charles Street,
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