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February 16, 2009 

UPS OVERNIGlIT 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 

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 Sir/Madam: 

Actavis Elizabeth LLC is hereby submitting, in duplicate, the following promotional 

Q material(s), for KADI.AN® (morphine sulfate extended-release) Capsules: 

Co-pay Assistance Program 
Job Code: KAD200901 

If you have any questions relating to this submission, please do not hesitate to contact the 

undersigned at (908) 659-3017. 

/cg 
Enclosures 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

Sincerely, 

ACTA VIS ELIZABETH LLC 

.3fu~lt )d-zuiy 
Lucy Gary 
Manager, Labeling, Regulatory Affairs 

Actavis Ellzab~thLLC ! 200 ElmoraAvenue ~ Un1tedSt.1ks . t t908: 527 ·, 1 ,0 l@ actavis@a:ta\llS.com 

Actav1s Mid-At/an tic LLC 1 Ehzabe1h, NJ 07207 ; i I 908 , 6S9 2250 : w www,actav,s,<om 
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Form Approved: 0MB No. 0910-0001, Expiration Date: May 31, 2011; see 0MB Statement on Page 3. 

1. DATE SUBMITTED 3. NDA/ANDA/AAOA OR BLA/PLA/PMA 

C 
TRANSMITTAL OF ADVERTISEMENTS Number: 

AND PROMOTIONAL LABELING FOR 
0211612009 Single product KJ Multiple products D --.,, 

For mulllple products, submit completed form and 

_/ DRUGS AND BIOLOGICS 2. LABEL REVIEW NO. (Biologics) specimen of advertising/promotional materials to one 

FOR HUMAN USE 
application of choice, and attach separate sheet 
addressing ttems 3-5 for remainder of products. Refer to 
No. 3 on Instruction sheet. 

NOTE: Form 2253 ls required by law. Reports are required for approved NDAs and ANDAs (21 CFR 314.81) 

4. PROPRIETARY NAME 5. ESTABLISHED NAME 

KADIAN 
Morphine Sulfate Extended-Release Capsules 

Prod. Code No. NIA 
6. PACKAGE INSERT DATE and ID NO. 7. MANUFA1., 1 Ur-tc:t< NAME: 

(Latest final printed labeling) 

Rev. January 2008 Part# 40-9068 License No. 
(BIOiogics) 

FDA/CBER USE ONLY 
REVIEWED BY DATE Rt:fURNED BY DATE 

8. ADVERTISEMENT/ PROMOTIONAL LABELING MATERIALS 

Please check only one: D Professional D Consumer 

Material Type Dissemination/ Applicant's Material ID Code and/or description Previous review No. COMMENTS: 
(use FDA codes) Publication Date if applicable / date 

(PlA Stbnlsslons) 
a. b. C. d. 

PLT January 2009 KADIAN Co-Pay Assistance Program NIA 

l,?IA~r<z,=-·ffiiij~-~-·,r~ 7 1 : ... ~. - . ( ' Q!'l .J14~t1QQ ,<!9!!:~: 
9. TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT ,~u=~~}I:: / Lucy Gary 
Manager, Labeling, Regulatory Affairs 

11 . APPLICANrs RETUt<N -~~ 12. ... ·~ 
0 - ,...,,..,_w 

200 Elmora A venue a PHONE NO 

Elizabeth, NJ 07207 USA 
(908) 659-3017 

b FAXNO. 

(~--
(909) 659-2250 

13. FOR CBER PRODUCTS ONLY: (Check one) 
-~ . . -"i 

Part I/Draft □ Part II/Final 

I 
FORM FDA 2253 6/08 PREVIOUS EDITION IS OB~uLETE. !-'age 1 Of 3 t!\L" Gr-'plu .. , (ltH)•4\. !0't(• Ef 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_01466325 
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FROM: 
CARLA HEDRICK 
(908) 659-9100 
ACTAVIS ELIZABETH LLC 
200 ELMORA AVENUE 
ELIZABETH NJ 07202-1106 

SHIP TO: 

2 LBS 1OF1 
DWT: 13,11,2 

FOOD AND DRUG ADMINISTRATION 
CDER 
DIV OF DRUG MARKETING, ADVERTISING 
5901-B AMMENDALE ROAD 

BELTSVILLE MD 20705-1266 

REF 1:20-616 

MD 207 9-59 

11111111 1111111111 

UPS NEXT DAY AIR 
I TRACKING#: 1Z 062 077 0145641648 
~- - 1 
1 

I BILLING: P/P 

WS 11 0 1• HP l.aS<fJel a 81 OA 01/2()1)9 

Fold here and place in label pouch 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_O 1466326 
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UPS: Tracking Information 

Delivery Notification 

Dear Customer, 

This is in response to your request for delivery information concerning the shipment listed 
below. 

Tracking Number: 
Reference Number(s): 
Service: 
Weight: 
Shipped/Billed On: 
Delivered On: 
Delivered To: 

Signed By: 
Location: 

12 062 077 01 4564 164 8 
20-616 
NEXT DAY AIR 
2.00 Lbs 
02/16/2009 
02/17/2009 9:05 A.M. 
5901 B AMMENDALE RD 
BELTSVILLE, MD, US 20705 
MANG 
RECEIVER 

Thank you for giving us this opportunity to serve you. 

Sincerely, 
UPS 

Tracking results provided by UPS: 02/17/2009 4:03 P.M. ET 

Page 1 of 1 

https://wwwapps.ups.com/Web Tracking/processPOD?lineData=LA UREL %5 EKB%5EUS... 2/17/2009 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_0 1466327 
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CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

KAOIA ap1ultu1r"' ml'ndfd-rrlfast tnl fonnulallon 
of mo,phlnt suifolt lndJcllJ,d fol thf IIIW9flllffll of mo<I
Natr to...,.. piln whtn a contlnuom.alDlllld-lht•dod< 
opioid .wlgl!lic II ntodod IOI an nt,nd,d pfl1od of time. 

IADW.- IJplule, ait not fol Ult ilS a pin an,ig<lk. 

s.fllpcwuldffllllom: 
KADJAN• (mo,pl,lnt sulfltt attadld-telustl 
Clpsulos contain nio,phlne sulfatt. 1n opioid apnlst 
1nd I Schtdul• II contnntd IIIIIIUnD. wfth., 1bust 

lllllfflty slmD11 to othn opioid 1n1lgeslcs. ICAOIAN
an lit lbustd In, 1111nno, similar to OIiier opioid 
agonists, ltgll or IDldt. TIiis should lit coasldtrtd 
whta pttscrlblng ord1spt11slng UDIAP In sltultltns 
whlftthtpt,rlld1no,pllarlllldschcmicamtdillolrt 
an lncnastd risk of misuse, abuse, or dhtnlan. 
S4dous adnne tHdlons tN1 ,nay lit auodlttd with 
ICADIAN•thmn In dlnlalusa lrtthostollsffltd 
wflh othtf tfll opioid an■lptlo 111d ladada:m,n
to,y dtprtSSlon, mplntory arrtst, dradltory dtp,.._ 
slon, <1nlllcamst,IIJ,ottnsloa.1ncl/o,sl>odl. 

ICADIAN• 100 mg 1nd 200 mg apsults an fo, usa In 
oplolll-tllffllll padlftts OIIIJ. lag■stloo of tlltst ... 
sulos o, of the ptll1ts within tht capsults may...,. 
11111 mplntoly dtp....ion wlltn odmlohltftd to 
pat1111ts not alrtadr toltrtnt to ~lgll dosos of oplohls. 

ICAl)w,e capsu!M .. collt iwllltwodwllolt or 
die conllnts of tht ClplUMS ljln!lll1td on 

111P1t..-.lhtptllttslllthtcapsults 
mnottolltdltwtd.cruslatd.or 

dlssolwd due to 1M rlsll of ropld 
............... o1. 
poltltllalt,fallldosoof ....,.,..._ 

ALLERGAN MDL 014RR1?Q 
P-22060 _ 0006



Pactavis 
January 29, 2008 

Re: KADIAH• CO-PAY ASSISTANCE PROGRAM 

Dear Health Care Provider: 

As you may know, KADIAN• was recer.tly acquired by Actavis Group. 
Actavis has a long history with KADIAN•; the product was originally 
developed and commercially launched from Actavis' facility in 
Elizabeth, New Jersey. KADIAN* has been manufactured at this site 
ever since, and Actavis will continue to deliver the same quality 
and reliability that you have come to expect from the product. 

This acquisition is the latest step in Actavis' strategy to expand 
its specialty drug portfolio and is in-line with our focus on 
bringing complex controlled-release products to the marketplace. 
We are committed to providing you and your patients with important, 
innovative products such as KADIAN• . 

As part of this commitment, Actavis is pleased to announce the 
continuation of the KADIAN• Co-pay Assistance program. This program 
is designed to provide your patients with savings of up to $50 off 
their co-fay or out-of-pocket expenses for up to 12 prescriptions 
of KADIAN. Included in this mailing, you will find 10 co-pay cards 
and information pertaining to the use of the cards. We have also 
included complete prescribing information and a re-order form in 
the event you would like to receive additional co-pay cards. 

I appreciate your patience during this recent transition and 
apologize for any inconvenience you or your patients may have 
experienced while we updated the Co-pay Assistance Program. If you 
have any questions, please do not hesitate to contact me or our 
KADIAN® Co-pay assistance support line at 1-877-637-4629. 

Sincerely Yours, 

Doug Boothe 
Chief Executive Officer 
Actavis Inc. 

Actavls Inc 

C:ONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 

Actavls US Headquarters 
60 Columbia Road, Bul dlng B 
Morristown, NJ 07960 

t 973 993 4501 
{ 973-993-4303 

www.actavts com 

ALLERGAN_MDL_01466330 

P-22060 _ 0007
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How can I treat my chronk pain? 

To help ~age your pain, your healthcare IJIOVid!!r wl 
_ detennme what level of pain control you_ need: Depending 

, on what kind of pain you ~ and how it affects your Rte, 
your healthcare provider will choose a drug that woru just 
for )'OIL -

PIHse•~~ 

' ~ """""""'· , ; 

-save upto · 

'$50 

P-22060 _ 0008
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KADIAN® 
CO-PAY ASSISTANCE Program 

saveu to eachmonth 
IOWlrd,
KADIArt 
presdlptlon. 

J s,, J J 3 ti,_ .... , ......... 
&plrafon dMle12·31 .. 

Bin t: 004682 RxPCN: CN 
Group I: LCPML892 ID I: PML042502880 

The KADIAN• (morphine sulfate extended-release) 
Capsules Co-pay Assistance Program 

The KADIAN' Co-pay Assistance Program prov«tes up to $50 toward your co-pay or 
out-of.pocket cost for your KADIAN• prescriptions. Please see your pharmacist to help 
you determine your monthly savings amount 

Present this card with your KADIAN• prescription and insurance card, if applicable. 
You can use the same card with every prescription of KADIAN• until the expiration 
date that's printed on the card. 

TfflllS ind Conditions: VaHd only at participating retail pharmacies in the US and 
Puerto llco. Not vafid through mail-order pharmacies. This offer is limited up to one 
savings per prescription. Card is limited to 1 per patient for the life of the program 
and is not transferable. This coupon card is not valid for prescriptions purchased 
under Medicaid, Medicare, federal or state programs (induding state prescription 
drug programs, private indemnity or HMO Insurance plans which reimburse you for 
the entire cost of your prescription drugs). This offer is not valid in Massachusetts, 
except for cash paying patients. Void where prohibited by law, taxed or restricted. 
Actavis reserves the right to rescind, revoke or amend this offer without notice at 
anytime. 

Please see accompanying complete Pmcribing lnfonnation. 

~(IIIOl'phlna sulfate extendeckelR18) 
$~ Mylti_..Cotpn FAQ Sheet 

I la to GIii an800numberergoon1D tllt lntemrttoadivate 

aheadyaaiw!.~pnntdlecanlwllhavalid 
~ . .-.,.~You 

canlatwww.bdlan.com. 

...... canleweirlimel 
:Pharmldsteweirdme,oull,-ladlall" 

Answer: You mu 
issue. 

Qt,tstio,,: How long do I 
prescription? ' 

Answer: 

Question: 

Answr. No. You can not 
cies. To find a I 
Help Desk at 1 

QuestkH1: Can I use the $50 m 

Answtr: No. The card cannot be u 
f ' 

"youhtmanyquestiotts1111how"~ ·"'-
calt1-877-637-4629. · •, · 

"637-462910addlm Ibis 

P-22060 _ 0009
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-.a IU<)(lf,8 ----- KADIAN® 
~ 

iiiiiiiiioiiiii 
!!!!!!!!!! 

Morphine Sulfate iiiiiiiiiiiiiii 
~ Extended-Release Capsules 

;;;;;;;,;;;;:;; 

---- Revised - January 2008 
~ 

KADIAN" (morphine sullale extended-release) Capsules 

other tranqu,hzers. and alcohol because respiratory depression, hypotenslon. and profound sedation or coma 
may result 

Gastrolntesllnat Obstruction 
KADIAN'" should not be given to patients with gaslroinlesllnal obstruction. particularly paralytic lieus as there 

1s a risk ol the product rcmmninp 111 the c;tomac:h for an extrntlt!tl pcrmd ,uul lht• -;uhc;c11ucn1 rclc.iw ol ,1 hoh1•• nl 
morphine when nounal gut mohhly 1:, rnslmed A:, with otllm :soLd 111mplu11c tm111ul,1Uu11:, d1J111icJ 11t.1y rnduLc: 
morphine absorp110n 

Olher 
Although extremely rare, cases of anaphylaxis have been reported 

PRECAUTIONS 
General 
KADIAN"' ,s intended for use in patients who require continuous. around-the-clock op101d analgesia for an 

extended period of lime. As wilh any potent opioid, It is critical to ad1usl 1he dosing regimen for KAOIAN" tor 
........... .... l; ..... .... , .: ._,. ........... __.,. ..... . ............. ,.,; , ... , .... .....,._...,_.. .... ,..,..."'-"-"t .... .,_ .. .. ,.. p~•, .... A j I b 

sevcrn even lalal consequences 
4 Paheuh , hould be ,lilVISCd lh,ll 1111• dose of KADIAN ' should nol be ad1usled Wllhoul consulting lhe 

111cscuhmu health LJIC p1 uv1dc1 
5 Palienl~ <hould be advised lo ,cp011 episodes of breaklhrough pain and adverse experiences occurring 

during lherapy fndivlduafi,al10n ol 1~1saoc Is esscnhal lo make oplimal use of lhis med1calion 
6 Pahenls should be advised lhal KAIJIAN ' may hnpair mental and/or physical abllily required for the 

1,mto1111ancr ol 1wlrntially ha1,11t11111, 1,1•,k, (o u, d11vmg. operaling machinery) Palienls slarted on 
KArJIAN m whose dose ha5 llt'eo ch,11101•1! ~hould ref ram from dangerous act1v1ty unlil ii is eslabllshed 
111,11 lh1•y ,111• not ,ulv1•t<,Ply ,11t11rtcd 
l'Jt11•111S should he ,1dvtsetl that KAUIAN • should 1101 be taken w1!11 alcohol or other CNS depressanls 
(sleepmg 111ed1cat1on. lranquilizers) excepl by lhe orders of the prescribing heallhcare provider because 
dangerous additive eflecls may occur resulting in serious injury or death. 

8 Women of childbearing polenlial who become or are planning lo become pregnanl should consult lheir 
prescribing healthcare provider prior to mifialing or continuing lherapy with KADIAN"' 

. __ ~...,,..._,-c:rTI\/F ORDER 

ALLERGAN_MDL_0146632 
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