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Frequently Asked Questions

This brochure is designed to review the benefits
and risks of TYSABRI. Biogen Idec and Elan
Pharmaceuticals, Inc. believe it is important for you
to understand important safety information before
learning more about the benefits of TYSABRI.

This brochure does not take the place of talking

to your doctor about your medical condition or your
treatment. Ask your doctor or nurse if you have any
questions.

Whatsis the most impaortant information L should
know abott TYSABRT?

> TYSABRI increases your chance of getting a
rare brain infection.that usually causes death
or severe disability. This infection is called
progressive multifocal leukoencephalopathy
(PML). PML usually happens in people with
weakened immune systems

> No one can predict who will get PML

> There is no known treatment, prevention, or cure
for PML

> Your chance of getting PML may be higher if you
are also being treated with other medicines that
can weaken your immune system, including
other MS treatments

Please see accompanying Medication Guide, including the section
“What is the most important information | should know about TYSABRI?”



> Even if you use TYSABRI alone to treat your MS,
it is not known if your chance of getting PML will
be lower. It is also not known if treatment for a
long period of time with TYSABRI can increase
your chance of getting PML

> TYSABRI is available only through a restricted
distribution program called the TOUCH™
Prescribing Program. In order to receive
TYSABRI, you must talk to your doctor and
understand the benefits and risks of TYSABRI
and agree to all of the instructions in the
TOUCH Prescribing Program

> |f you take TYSABRIL,.it is_.important that you
call your doctor right away._if you get any new
or worsening medical-problems (such as a new
or sudden change in your thinking, eyesight,
balance, or strength, or other problems) that have
lasted over several days. Tell all of your doctors
that you are getting treatment with TYSABRI

Also, see “What are the possible side effects
with TYSABRI?” on pages 16-19 for other serious
side effects with TYSABRI.
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What is TYSABRI?

TYSABRI is a prescription medicine approved for
patients with relapsing forms of MS to:

— Slow the worsening of disability that is
common in patients with MS and,

— Decrease the number of flare-ups (relapses)

> Because of the chance of getting PML, TYSABRI
is generally recommended for patients that have

not been helped en , Or can ate
other treatments for

> TYSABRI does _not cure

> TYSABRI ha@ e¥r use longer
than 2 years. 0, | BRI has not been

studied in patients with chronic progressive MS,
or in children. It is not known if patients older
than 65 years have a different response to
TYSABRI

Please see accompanying Medication Guide, including the section
“What is the most important information | should know about TYSABRI?”



What makes TYSABRI different?

1) It works in a different way.

> TYSABRI is an antibody, not an interferon
or glatiramer acetate

> TYSABRI inhibits white blood cells from
getting into the brain and attacking nerves

> Keeping these cells from attacking nerves
is believed to result in fewer brain lesions

RETEER EN (o

[ ta ote hi i
which TYS en-studied, the
exact way ha is not fully known

2) It is taken dlfferently than other MS medicines.

> With TYSABRI, —
you don’t need 7
to self-inject 6Y5A EEQ

> TYSABRI is infused
into a vein once
every 4 weeks
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How much can TYSABRI help?
WORSENING OF DISABILITY SLOWED

At the end of a 2-year study, TYSABRI slowed the

worsening of disability that is common in patients with MS

> TYSABRI provided a 42% decrease in the
chance that a person’s disability would 42%

worsen compared with placebo (17%

TYSABRI com ared with 29% placebo reduction
compared
s with

placebo

TY rc

Please see accompanying Medication Guide, including the section
“What is the most important information | should know about TYSABRI?”



LOWER FREQUENCY OF FLARE-UPS

At the end of a 2-year study, TYSABRI

decreased the frequency of flare-ups (relapses)

> TYSABRI provided a 67% decrease
in the frequency of flare-ups

V)
67%
compared with placebo TYSABRI

reduction
compared
with
re v | re-u jj Pplacebo

much less often_than pa nt <>

who received p aceo

How does TYSABRI affect the brain lesions seen
on MRI?

FEWER MRI LESIONS

At the end of a 2-year study, patients who received
TYSABRI had significantly fewer brain lesions than
patients who received placebo

> |t is not known exactly

how well MRI findings o
relate to how your MS T
is progressing YSABRI
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How can | receive TYSABRI?

TYSABRI is only:

> Prescribed by doctors who are enrolled in the
TOUCH Prescribing Program

> |nfused at infusion centers that are enrolled
in the TOUCH Prescribing Program

> Given to patients who are enrolled in the TOUCH
Prescribing Program

REFERENCE
e aPY

Most MS medicines offer patients support
programs. The TOUCH Prescribing Program is
different because:

> You must be enrolled in the program in order to
receive TYSABRI

> |t was created to help manage the risk of PML
> |t was developed by working with the FDA

> Your doctor will provide information about your
health status to the TOUCH Prescribing Program
every 6 months and will determine if you should
continue to receive TYSABRI



How do | enroll in the TOUCH Prescribing
Program?

1) Read the Patient Medication Guide.

2) Discuss the benefits and risks of TYSABRI with
your doctor.

3) Complete and sign the TOUCH Enrollment Form
with your doctor.

H an.Bi 2

A;R enrjl in the T IPresN@iam,

you will be assigned a Biogen Idec Case Manager.

Your Case Man@cQPY

> Assure you a S to an ‘authorized
infusion site

> Answer questions related to TYSABRI and
TYSABRI infusions

> Research your insurance options

/—4
TysABRI

(natalizumab)



What are my TOUCH™ Prescribing Program
responsibilities?

By signing the TOUCH Enrollment Form, you
acknowledge that you understand important
information about TYSABRI.

GYou should know what TYSABRI is and how it
should be used:

> Approved only to treat patients with relapsing

not been helped enough by, or cannot tolerate
other treatmﬁf@PY

> Understand fi risks as discussed
with your doctor

© You should be aware that TYSABRI increases the
risk of PML:

> PML is a rare brain infection that usually
causes death or severe disability

> PML usually happens in people with weakened
immune systems, but no one can predict

who will get it

Please see accompanying Medication Guide, including the section
“What is the most important information | should know about TYSABRI?”



> There is no known treatment, prevention, or cure
for PML

> The chance of getting PML may be higher if you
take medicines that weaken your immune system

> Even if you use TYSABRI alone, your risk of
getting PML may not be lower

> |t is not known if treatment for a long period of
time with TYSABRI can increase your risk of
getting PML

> You must call'your-doctor if you get any new or
worsening symptoms that last several days

eAdditionaI important considerations:

> You must notify the TOUCH Prescribing Program
if you switch doctors or infusion sites

> You must receive, read, and understand the
Patient Medication Guide

> You should bring a list of all medicines you’ve
taken during the last month to each infusion

> You should plan to see your doctor 3 months
after the first infusion, 6 months after the first
infusion, and at least

as frequently as every /4
6 months thereafter TYS ABRI
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Who should not receive TYSABRI?

Do not receive TYSABRI if you:
> Have PML
> Are allergic to TYSABRI or any of its ingredients

TYSABRI is not recommended if you:

> Have a medical condition that can weaken
your immune system such as HIV infection

e

> Are taking medicines that can weaken your
immune system. [ ctor about
all of the medici ake or have taken

If you have questions about any of the above, talk
to your doctor.

Please see accompanying Medication Guide, including the section
“What is the most important information | should know about TYSABRI?”



What should I tell my doctor and nurse before
receiving each infusion of TYSABRI?

Tell your doctor and nurse about all of your medical
conditions. Tell them if you:

> Have any new or worsening medical problems
(such as a new or sudden change in your
thinking, eyesight, balance, or strength, or other
problems) that have lasted several days

> Have had hives, itching, or trouble breathing

REEERENT.E
> Ha rori ion.( ing shi

any unusually long-lasting infection)
> Are pregnan@l@ﬁwegnant

> Are breastfeeding

Tell your doctor and nurse about all of the
medicines you are taking, including prescription
and nonprescription medicines, vitamins, and
herbal supplements.

> Know the medicines you take. Keep a list of
them with you to show your doctor and nurse.
The nurse may ask to see this list before every
TYSABRI infusion
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How do | receive TYSABRI?

> TYSABRI is given once every 4 weeks through
a needle placed in a vein (IV infusion)

> You must follow all the instructions of the
TOUCH™ Prescribing Program. Before you
can begin to receive TYSABRI, your doctor
or nurse will:

— Explain the TOUCH Prescribing Program
1o you

[ iber ient
nt
> Call your doctor.who-prescribed TYSABRI right
away to report an @ li roblems that keep
getting wors ast several days

Where will | receive my TYSABRI infusion?

You may get your TYSABRI infusion right in your
doctor’s office. If your doctor does not perform
infusions, a TOUCH Prescribing Program Case
Manager can help find an authorized infusion site
that is convenient for you. This site could be in a
hospital or a separate center that only gives
infusions.

Please see accompanying Medication Guide, including the section
“What is the most important information | should know about TYSABRI?”



What can | expect at my TYSABRI infusion
each month?

> You will receive a copy of the Patient Medication
Guide to review

> Before every TYSABRI infusion you will be
asked a series of questions to confirm that
TYSABRI is still right for you

> Depending on your answers, the nurse will either

: . . your t )
ou , YO ot le to re e r
TYSABRI tha
> |If you are ab @/J the¥usion, it will take

about 1 hour

> After the infusion, you will be observed for
another hour to make sure you are not having
any reactions that may need medical help
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Frequently Asked Questions

What questions will | need to answer before
my infusion?

At each infusion visit, you will need to answer
questions about whether you:

o Have any new or worsening medical problems.

Have a condition or are taking medicines that
could weaken your immune system.

9 Have taken steroid medicines.

Whatvare the possibleside effects‘'of TYSABRI?

TYSABRI increases. your.chance of getting a
rare brain infection that usually causes death

or severe disability. This infection is called
progressive multifocal leukoencephalopathy
(PML). PML usually happens in people with
weakened immune systems. (see “What is the
most important information | should know about
TYSABRI?” on pages 2-3)

How many cases of PML were there in
clinical trials?

PML occurred in 3 patients who received TYSABRI
out of over 3,000 who participated in clinical studies.
Two cases of PML were observed in 1,869 patients
with MS. The third case occurred in 1 out of 1,043
patients with Crohn’s disease.



Other serious side effects with TYSABRI include:

Allergic reactions

> Allergic reactions including serious allergic
reactions. Symptoms can include:

— hives — chills
— itching — rash
— trouble breathing — nausea

Rt ERENGk-

> Serious allerg happen within
2 hours of the ste t nfu ion, but they can
happen at any time after receiving TYSABRI

> Tell your doctor or nurse right away if you have any
symptom of an allergic reaction, even if it happens
after you leave the infusion center. You may need
treatment if you are having an allergic reaction

Infections

> TYSABRI may increase your chance of getting an
unusual or serious infection
because TYSABRI can affect
your immune system
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Other side effects with TYSABRI include:

— headache — feeling tired

— urinary tract infection — joint pain

— lung infection — depression

— pain in your arms — diarrhea
and legs __rash

— vaginitis

— stomach area pain

AntlLoglesEe proZelns maie by the body[ ;elp
fight against cteria and viruses
> Sometimes gnize a medicine as

foreign and will make antibodies against it,
which may prevent your medicine from working

Can this happen with TYSABRI?

At the end of a 2-year study, about 6% of patients
receiving TYSABRI had antibodies that didn’t go away
(persistently positive antibodies).

> TYSABRI did not work well in the patients who
had persistently positive antibodies

> The patients who had persistently positive antibodies
also had an increased chance of having an allergic
reaction when they received their TYSABRI infusion

Please see accompanying Medication Guide, including the section
“What is the most important information | should know about TYSABRI?”



> |f your doctor decides you should be tested
and you test positive for antibodies, you and
your doctor should discuss whether TYSABRI
is still right for you

Tell your doctor about any side effect that bothers
you or does not go away.

These are not all the side effects with TYSABRI.
Ask your doctor for more information.

Ge | I e f e
us T

This brochure provide the most
important infor atiop [. If you would
like more information or-have any questions, talk

with your doctor or nurse. You can ask your doctor
or nurse for information about TYSABRI that is
written for healthcare professionals. You can also
call 1-800-456-2255 or visit www.TYSABRI.com.

What are the ingredients in TYSABRI?

Each dose of TYSABRI contains natalizumab; sodium
chloride; sodium phosphate, monobasic, monohydrate;
sodium phosphate, dibasic, heptahydrate; polysorbate

80; and water for injection. (
TYSABRI
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You and your doctor can call the toll-free customer
support helpline at 1-800-456-2255 (Monday
through Friday, 8:30 am to 8:00 pm [ET]) to:

> Learn more about the TOUCH™ Prescribing Program
> Get answers to questions about TYSABRI
> Find out more about living with MS

> Sign up to participate in MS programs
and teleconferences

[ nfﬁ\ %ﬁaﬁm Ma@ﬁ
important part o king with trusted
friends and |OVW re feeling
can help them better support you.

Please see accompanying Medication
Guide, including the section “What

is the most important information

I should know about TYSABRI?”

&lan TT/( I
TYSABRI is a registered trademark and TOUCH™ SAB R ®

is a trademark of Elan Pharmaceuticals, Inc.

Biogen Idec™ is a trademark of Biogen Idec. (n(]tql izumob)
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— ™ PI’eSCFi ber/Patient Please fax this form to:
TOUCH PRESCRIBING PROGRAM

Bi Id
Enrollment Form Fax. 1-800.840-1278
TYSABRI Outreach: Unified Commitment to Health Completion of all pages is required. Phone: 1-800-456-2255
Patient Information Insurance Information
Date of birth / / patient ssn | [ [ 1= [ ]-[J 1T
(MM/DD/YYYY) Please attach copies of both sides of patient's insurance
Name (first, middle initial, last) and pharmacy card(s).
Street address D Check if no insurance D Check if patient has Medicare
City State ZIP
Policy holder’s name (first, middle initial, last
Work telephone DDD'DDD'DDDD Y ( )
Home telephone D D D - D D D - D D D D Primary insurance Insurance company telephone
Patient may be contacted at D Home D Work  Best time: -
Policy number Group number

Female D Male D

E-mail address Pharmacy benefit manager

Patient Authorization to Use/Disclose Health Information

| understand that | have certain rights related to the collection, use, and disclosure of my medical
and health information. This information is called “protected health information” (PHI) and includes
demographic information (such as sex, race, date of birth, etc.), the results of physical examinations,
clinical tests, blood tests, X-rays, and other diagnostic and medical procedures that may be included
in my medical records.

This Authorization form applies to PHI created or obtained by my physician, my infusion center or other
drug administration site, mypharmacy, and my health insurance campany. I understand that by signing
this Authorization, | authorize my physician, infusion center-or other drug administration site, pharmacy,
and/or health insurance company to disclese the.PHl.in.my medical records to Biogen Idec Inc. and
Elan Pharmaceuticals, Inc. and their representatives or.agents (together, the “Companies”), including
information related to my medical condition, treatment, and health insurance, as well as all information
provided on any prescription. | also authorize the Companies to use this information to provide TYSABRI
support services, such as investigating insurance coverage for TYSABRI, coordinating delivery of
TYSABRI to the physician or site administering TYSABRI (which may include forwarding my health
information to a pharmacy), and providing a referral to a physician or site willing to administer TYSABRI.

| understand that | may refuse to sign this Authorization and refusing to do so will not affect my
ability to receive TYSABRI. | understand that signing this Authorization will not change how my
healthcare providers, health insurance plan, and pharmacies provide my medical treatment or
payment for treatment or insurance benefits.

| agree to allow the Companies to contact me by mail, e-mail, and/or telephone to oversee these
services. | understand that, once my PHI has been disclosed to the Companies, federal privacy laws
may no longer protect the information. However, the Companies agree to protect my PHI by using it
only for the purposes authorized in this Authorization or as permitted by law.

| understand that | may cancel all or a part of this Authorization at any time by mailing a letter
requesting such cancellation to TYSABRI Support Services, 5000 Davis Drive, PO Box 13919,
Research Triangle Park, NC 27709. If | cancel this Authorization, the Companies will end further use
and disclosure of my PHI as soon as possible. This will not affect health information that has
already been used or disclosed in reliance upon this Authorization.

| will receive a copy of this signed Authorization. This Authorization expires ten (10) years from the
date this Authorization is signed.

Patient signature (or personal representative): Date:

Authority of personal representative (if applicable):
o of 4




— ™ PI’eSCI‘i ber/Patient Please fax this form to:
TOUCH PRESCRIBING PROGRAM

Biogen Idec
Enroliment Form Fax 1.800-840-1278
TYSABRI Outreach: Unified Commitment to Health Completion of all pages is required. Phone: 1-800-456-2255

Patient Acknowledgment

Biogen Idec and Elan Pharmaceuticals, Inc. consider patient safety a priority. Read each section below and
initial in the space provided if you understand the information.

Do not sign this form if there is anything you do not understand about all the information you have
received. Ask your doctor about anything you do not understand before you initial and sign this form.

| acknowledge that:

(TYSABRI is a medicine approved only to treat patients with relapsing forms of \
multiple sclerosis (MS).

> TYSABRI is generally recommended for patients who have not been helped enough by, or cannot
tolerate, other treatments for MS

> | have talked to my doctor and understand the benefits and risks of B
\ TYSABRI treatment (Inltlals: )

(I'YSABRI increases your chance of getting a rare brain infection that usually causes death \
or severe disability.

> This infection is called progressive multifocal leukoencephalopathy (PML). PML usually happens in
people with weakened.immune systems

> No one can predict who will-get PML. There is-no’known: treatment, prevention, or cure for PML

> My chance for getting PML 'may be higher-if I'am also-being treated-with other medicines
that can weaken my immune system, including other MS treatments

> Even if | use TYSABRI alone to treat my MS, it is not known if my chance for getting PML will be

lower. It is also not known if treatment for'a long period of time with TYSABRI can increase my
chance for PML

> | should call my doctor right away if | get any new or worsening symptoms that last several days,
especially nervous system symptoms. Some of these symptoms include a new

or sudden change in my thinking, eyesight, balance, or strength, but | should —
\ also report other new or worsening symptoms (h’lltla|52 )

(To receive TYSABRI, all patients must be enrolled in a special program called the TOUCH \
Prescribing Program.

> The TOUCH Prescribing Program is run by the company that makes TYSABRI. The company
will collect information about my health at regular time periods. | cannot receive TYSABRI if |
do not agree to follow the requirements of the TOUCH Prescribing Program

> | must notify the TOUCH Prescribing Program if | switch doctors or infusion sites
> | have received, read, and understand the Patient Medication Guide |
> | will bring to each TYSABRI infusion a list of all medicines and treatments that

\ | have taken during the last month (Initials: )
Patient name: Date of birth: / /
(first, middle initial, last) (MM/DD/YYYY)
Patient signature (or personal representative): Date:

Authority of personal representative (if applicable):
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