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November 6, 2009 

UPS OVERNIGHT COURIER 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Drug Marketing, Advertising, and Communications 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

FI LE COPY 

RE: NOA # 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 

Q Dear Sir/Madam: 

C 

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

KADIAN - Reprint 
Material Code: KADl9ETOH 

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

/cg 
Enclosures 

lfiUO=iiifl 
Hagy 

11/13/19 
Repoi,i,d by Em11y 

Slmelson. CSR 14043 

Sincerely, 

ACTAVIS ELIZABETH LLC 

e:J/'~ ~~ 
Lucy Gary O (_ 
Manager, Regulatory Affairs, 
Labeling & Graphics 

. 200 Elmora Awnu. 
: EllubtU't • ftJ 07107 : 

908 S27 91110 ; 
9086$92250 : www fd1Yh com 
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Rev. f'oom1Hl" 2009 P,0rtll ~-0-910! 

REVIEWEllil B'i' 

II, 

~M_[Mlal IOCO!ll 1111'1~~ 

PR:P November 2009 
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9. "0 NM!!: MID TIT\E Of- R!:i!lf'OH!ilBl.E Ofl'JCt'AL AGeNff 

L11teyGmy 
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ELSEVIER 

Reprinted from 

Volu.m.e 9, 1umber 4 
April 2 008 

Effect of Conco·mitant Ingestion of Alco·hol 
on the In Vivo Pharmacokinetics of KADIA . 
(Morphine Sulfate Extended~Release) 
Capsules 

Franklin Johnson, George Wagner Stephen Sun, 
and Joseph Stauffer 

www.jp,ain.org 
www.sciencedir,ect com 
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1nE IIAOlAH sheU I> <~ ol • comblnotlon ol 
pH-independent and pti-dtpttndffll wau,,-.otubl■ ~ 
me11 lnter~rsed within a wator-lnsoluble polyrn,r ma· 
trl•. This unlqu• <ombln■llon ro,ulu in p~dependen1 
d!\lg rolease from AADIAN, Although the exact mo<ha• 
ni.,., Is not well undemood, th• poor solubililV of tht 
pH-dep,,ndent polymer, m«th,cryllc acid copolymor, 11 
low pH, m,>y otter wttklent protection from colr,gettcd 
•kohol while tlw capsule u In the stomach, WMre al<o
hol would be qulddy ablorbed Tho <opolymer lh■n 
gr.clually d..oi- w,th ln«u,lng pH as the cal"IJl• 
mow:s from the stom■dl through t1,e GI tract 10 me
m,, morphine sultttt 

While ICAOIAH ma1n1.11ned 1u extended.,.efea1e profllt 
ritv co-fngestlon with •~• <On>umptlon of alcohol 
with any mo,phin1 product. whttr\tt Immediate- ot ex• 
ten~•,elea,e, ls not ra<ommended. M opioid., lnclud• 
fng KADIAN, may be uP4<1,d to have additive eHocts 
and potentlally serious outcomes when used In <0nJunc• 
tlon with alcohol, othoroptolds, 01 llllclt drugs tl,atuuse 
CNS de;,,essfon.• 
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lnnd names ar•th• l>IOIW"Y of their,_..,. ownert. 
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UP : Tm.citing Information 

Proof of DeHvery 

Dear Cus'lomer, 
This notice servE;ts ,as prQQ1' ol delivery for the shipment lrsta-i;I below. 

Tr,acklng Number: 
Reference• N.umber(s,): 
Service: 
Slt![p1ped/e lfled 10n: 
Dellv red On: 
Denvered To: 

S gned ll:Jy: 

L•ocsl on: - -- ·- -

1zoe20no1 eo2a2111 
IIDD AC - KAOIAN 
INEXTDAYAIR 

1/061'2009 
111/09/2009 S.:34 AM. 
590111B AMIMENDAlE RD 
BELTSVILI.E, MO, US 2070.5 
YOUNG 

RECEIVER: 

Thank you for gl¥ ng us ~his opport nlty to serve yo • 

Sincerely-, 

UPS 

Ti acklng1 resurts provided by UPS: 11/09'2009 0:40 A.M. ET 

0 
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