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August 3. 2008

PS OVERNIGHT COURIER

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Drug Marketing, Advertising, and Communications
5801-B Ammendale Road

Beltsville, MD 20705-1266

RE: NDA # 20-616 KADIAN®@ (morphine sulfate extended-release) Capsules,
10 mg, 20 mg, 30 mg, 50 mg, 60 mg, 80 mg, 100 mg, and 200 mg

Dear SirlMadam:

Actavis Elizabeth LLC is hereby submitting, in duplicate, the following
O promotional material(s), for KADIAN® (morphine sulfate extended-release)

Capsules:

KADIAN * ..When you can prescribe the benefits...”
Material Code: KAD18D0231

If you have any guestions relating to this submission, please do not hesitate to
contact the undersigned at (908) 659-3017.

Sincerely,
ACTAVIS ELIZABETH LLC

Ay Mary

Lucy Gary
Manager, Labeling, Regulatory Affairs
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atter'pair ‘and improved sleep scores"
Improved pain control and sleep scores in patients treated with KADIAN®* who were
previously on CR morphine tablets™
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Please see accompanying complete Prescribing Information.

fy taking CA movphine tablets and iwirched (o KADIAN® copiules. 3
KADIANCOD

Mexgdiom Caruey

Whny: Py Mg ey Moy W ey Aiey

Less Pain, More Options.
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MS Contin®

* No immediate-release (IR) component
* No ceiling dose—contains no acetaminophen, ibuprofen, or fumaric acid'

*  Allows for titration In increments of 10 mg, with a low dose of 10 mg'
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Why settle for generic
MS Contin° tablets...
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Prescribe KADIAN®—Less pain for your patients. More options for you.

WARNING:
KADIAN® contains

sulfate, an oploid agonist and a Schedule Il controlled substance, with an abuse liability similar to other oploid analgesics. KADIAN® can
be abused in a manner similar to other oplold agonists, w“ﬁ“thMQMMhMMh
physician or pharmacist is concerned about an increased risk of misuse, abuse or diversion.

KADIAN® capsules are an extended-release oral formulation of morphine sulfate indicated for the management of moderate to severe pain when a continuous,
around-the-clock opioid analgesic is needed for an extended period of time.

KADIAN® Capsules are NOT for use as a prn analgesic.

m 100 mg and 200 mg Capsules ARE FOR USE IN OP10ID-TOLERANT PATIENTS ONLY. Ingestion of these capsules or of the pellets within the

when administered to patients not already tolerant to high doses of opiolds. KADIAN® CAPSULES ARE TO BE SWALLOWED WHOLE OR THE
mwmmmwmmmmmmmmwmumm ussomnnu:mmmor
RAPID RELEASE AND ABSORPTION OF A POTENTIALLY FATAL DOSE OF MORPHINE.

Safety

Serious adverse reactions that may be associated with KADIAN® therapy in dinical use are those observed with other oral oploid analgesics and include: respiratory
depression, respiratory arrest, apnea, circulatory depression, cardiac arrest, hypotension, and/or shock.

Redaremcan: 1. KALRAN® [prescnburg formaron] Meommsown, N ACK. s Eksabeth LLC. 2L Gouslny G Chenry DA, Ordey MM, 1 al Phaimacokmetics andd plusrrscodynamics of teeniy- ko howly Kapsnol companed 10 twebve- hotrly
M Contm i the treatmend of sevese cancer pan Mo 1997, 00 3295 500 Wl & Nicho son B, Ross B Sasak 1 Pavents with cheone, mson malgrant, modeatefseve paln can be swccewlully switched form other sustaed-missse

e o ooy odone componmids i KADIAN® imanphine sifste susta ned release capsules: the KRONUS-MSP (da Poster preseraed ac Amencan Pain Sockety 2 e Anoual Scientific Moeting May (r;l 00m, \f-ntwm BC. Canada &,
AVANIA® |presenitsng indormaban). Drisbor, TRE King Pharmacesticals inc: Ageil 2008 8, M5 Contr® fprescribing information] Sansiord CT Pysdus Pharma LP, August 207

For further Information, please visit www.KADIAN.com or call 1-888-496-3082
Please see accompanyling complete Prescribing Information.
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