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The Xyrem Success Program® for Patients - Video Script
A Patient’s Guide to Success with Xyrem® (sodium oxybate) oral solution

This video is one of the components of a comprehensive program for patients. It is
designed solely as an instructional tool to teach patients how to prepare and use the
medication, about in-home safety, and issues regarding misuse of the drug. This video
contains no product promotional claims.

Video

Audio

Title:

The Xyrem Success Program®: A
Patient’s Guide to Success with
Xyrem® (sodium oxybate) oral
solution

Music up full

Host on camera

Cut away shot of Xyrem box and
Xyrem bottle

Host on Camera

Your doctor has determined that you may benefit
from taking Xyrem. Xyrem has been shown to
reduce excessive daytime sleepiness and
cataplexy in patients with narcolepsy.

Host on camera

You are being asked to watch this video
presentation before taking your first dose of
Xyrem to help you feel confident about how to
use the medication.

Shot of hands dispensing medication
with text on screen:
e How to prepare and use
Xyrem

Narration
In this video you will learn:
How to prepare and use Xyrem properly,

Shot of medication being placed in a
secure, but not locked cabinet. With
text on screen:

e In-Home Safety Procedures

[ ]

correct in-home safety procedures,

Patient reading patient brochure with
text on screen:

e Precautions to consider
[ ]

and what precautions you should consider while
you’re using Xyrem.

Chapter Heading:
How to Use Xyrem Properly
Host on camera

Music up full

Host on camera

Host on Camera

Xyrem is different than other medications that




NDA 21-196/S-009 - Approved Labeling Script
Page 2 of 5

Video

Audio

you may be taking so it’s important that you
follow your doctor’s instructions.

Take Xyrem two times each night or as directed
by your doctor.

Cut to shot of physician showing the
patient a dosing plan.

Narrator

You can expect to see some improvement in
your symptoms soon after beginning Xyrem
therapy. If you’re not experiencing any change in
your symptoms, contact your doctor for an
assessment and possible dose adjustment.

Text on screen:
Never change the dose of Xyrem
yourself.

Never change the dose of Xyrem without
direction from your doctor.

Shot of physician and patient
continues

Response to Xyrem varies from patient to patient
and it may take several weeks for you to achieve
the maximum beneficial effect of Xyrem.

Medium shot of carton, pan up

Host on camera with carton, bottle,
dispensing syringe, 2 containers, and
a medication guide. Each element
adds on to counter as it is mentioned.

Narrator

Your Xyrem carton contains one bottle of Xyrem
oral solution, a measuring device, two dosing
cups with child-resistant caps for preparing and
storing your two night-time doses of Xyrem and
a Xyrem Medication Guide.

Close up of Medication Guide

Narrator

Be sure to read the Medication Guide for
additional important information before taking
your first dose of Xyrem.

Host of camera with text on screen:
Prepare both doses at bedtime.

Host on camera
You will need to prepare both doses at bedtime.

Medium and close up shots of patient
removing pieces from the box,
unwrapping measuring device, and
removing cap.

Narrator

Remove the Xyrem bottle, measuring device,
and dosing cups from the box. - Unwrap the
measuring device.

Cut to close-up shot of patient’s
hands turning cap on medicine bottle
and setting bottle on counter.

Take the child resistant cap off the first dosing
cup. To do this, push the cap down while turning
it counterclockwise. Set the bottle upright on a
tabletop.
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Cut to medium shot of patient
holding bottle and inserting
measuring device with one hand.

While holding the bottle and the measuring
device with one hand, insert the tip of the device
into the center opening of the bottle and press
down firmly.

Cut to close up shot of fingers pulling
up plunger, then extreme close up of
gram markers on the plunger.

Using your other hand, slowly pull the plunger
of the measuring device up, until the point on the
grams scale corresponds with half the total
nightly dose that your doctor has prescribed.

Freeze frame shot of plunger and
gram scale defocused:
Text on screen:
Example
Dose=6 grams/per night
Extract 3 grams X 2 times

For example, if your total nightly dose is 6 grams
per night, you will need to extract 3 grams from
the bottle for each nightly dose.

Cut to medium shot of bottle in
upright position

Remember to keep the bottle upright or the
medicine will not flow into the measuring device
properly. (moved)

Cut to close-up shot of patient
removing measuring device from
bottle, putting tip into the dosing cup
and pressing down plunger.

Now remove the measuring device from the
Xyrem bottle and empty the medication into one
of the dosing cups by slowly pressing down on
the plunger.

Medium shot of patient extracting
Xyrem and putting in dosing cup
again

Extract the medication for the second dosing
cup.

Medium shot of patient pouring 2 oz.
of water into each dosing cup.

Next, pour approximately two ounces or one
quarter cup of water into each dosing cup.

Cut to shot of patient securing caps
on bottle and cups and checking.
Medium shot of placing medicine in a
cabinet.

Put the child-resistant caps back on both dosing
cups, making sure that they are secure. Also
make sure that you have securely replaced the
cap on the bottle of Xyrem. Then place the
medication in a safe location.

Dissolve to wider shot of patient
placing dosing cups inside drawer of
bedside table.

Place the containers near your bed in an area that
is not visible to children or pets.

Shot of patient getting into bed
and setting alarm clock

Before you take your first dose, set an alarm
clock to wake you up in 4 hours so you can take
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your second dose. If you wake up before the
alarm goes off and it has been at least 2 1/2
hours, turn off your alarm and take your second
dose.

Dissolve to shot of patient sitting up
in bed, drinking first dose, and then
laying down.

Drink all of the first dose right before bedtime.
Because Xyrem is a medicine that produces
sleepiness; as a safety precaution, it is best to be
in bed when you take it.

Slow dissolve showing passage of
time: shot of patient waking up,
turning off alarm, and taking second
dose. Shot of patient lies back down
to sleep

When your alarm rings, remove the cap from the
second dosing cup and drink the entire contents
before going back to sleep.

Dissolve to shot of patient waking up
happily and stretching in the
morning.

It’s important that you take Xyrem exactly as
your doctor has prescribed. If you miss the
second dose, skip that dose and don’t take
Xyrem again until the next night.

Text on screen:
Never take both doses at once.

Host on camera
Never take both Xyrem doses at once.

Host holds up Patient Success
Program Brochure

The Xyrem Patient Success Program brochure
includes tips on traveling with Xyrem. Be sure to
read this material before leaving on a trip.

Chapter Heading: Music up full
Safe Disposal of the Medication
Close up shot of hands trying to Narrator

dispense medication from an almost
empty bottle.

When you can no longer pull medication out of
the bottle with the dispensing device, it’s time to
throw the bottle away. Pour any unused Xyrem
down the drain.

Cut to shot of patient marking label
with a black permanent marker.

Use a pen to mark up the bottle’s label so that it
cannot be reused.

Cut to shot of patient throwing bottle
in the trashcan.

It is now safe to throw the empty bottle away.

Text on screen:
Emergency Procedures

Music up full
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Patient putting Xyrem in cabinet

Xyrem, like all medications, must be kept out of
the reach of children and pets.

Medium shot of patient dialing
telephone

In case of accidental ingestion or overdose,
immediately call 911 or your local poison
control center.

Host on camera

Host on camera

Xyrem is a controlled substance, which means
that it is only available by prescription and
should only be used for appropriate medical
purposes.

Text on screen:
Xyrem must be:
e Used only by you
e Used only as directed by your
physician
e Always stored in a safe and
secure place

Narrator

It is very important that your Xyrem be used
only by you, only as directed by your physician,
and that it always be stored in a safe and secure
place.

Host on camera

Host on camera

Anyone who knowingly distributes, shares or
uses Xyrem for purposes other than it was
prescribed will be subject to criminal penalties
outlined in the Controlled Substances Act.

Jazz Pharmaceuticals logo animates
on screen

At Jazz Pharmaceuticals we are working to
deliver your prescribed Xyrem in a safe and
timely manner.

Host on camera

Host on camera

Working together, we can ensure that you
continue to receive the medical benefits of
Xyrem. If you have any questions or concerns
about Xyrem, be sure to talk to your doctor...

On screen text:
The Xyrem Success Program®
1-866-997-3688

Narrator
or call the pharmacist at The Xyrem Success
Program, toll free at 1-866-997-3688.

Copyright Jazz Pharmaceuticals 2006

Total approximate length: 7:15




