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Generic Rx Co-Pay 
2010 National Average 

for all Generic Rx Products 

$6.06* 

KAD!AN® Co-Pay Assistance Program 
Over 87% of managed care patients can pay 

0 

~ only 
WARNING: 

KADIAtf' contains morphine sulfate, an opioid agonist and a 
Schedule II controlled substance, with an abuse liability similar 
to other opioid analgesics. KADIAN®can be abused in a manner 
similar to other opioid agonists, legal or illicit. This should be 
considered when prescribing or dispensing KADIAN® in 
situations where the 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. 

for their KADIAN® prescription after KADIAN® 100 mg and 200 mg Capsules ARE FOR USE IN 
_ __________ ___. __ u_si_no __ , _th_e_c_o_•P_a_y _as_s_is_ta_n_c_e_c_ar_d_.*_* --1 OPIOID-TOLERANT PATIENTS ONLY. Ingestion of these 

KADIAN® has formulary coverage for the majority of 
patients in the top 25 US Health Plans.t 

To learn more about formulary coverage in your 
area or for Co-Pay Assistance Cards, contact your 

KADIAN® representative. 

t?actavis 
th ink smart medicine 

©2011 Actavis Elizabeth LLC. All rights reserved. 
KADl1134 Printed in USA 

''Toe Use of Medicines in the United States: Review of 201 O." 
IMS Institute for Healthcare Informatics study, April 201 1. 

" Data on file atActavis Elizabeth LLC., 1st Quarter 2011 . 
t AIS Directory of Health Plans: 2011, Fingertip Forrnulary, 

2011, and Data on fi le atActavis Elizabeth LLC. 
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capsules or of the pellets within the capsules may cause 
fatal respiratory depression when administered to patients 
not already tolerant to high doses of opioids. 

KADIAN® CAPSULES ARE TO BE SWALLOWED WHOLE 
OR THE CONTENTS OF THE CAPSULES SPRINKLED ON 
APPLE SAUCE. THE PELLETS IN THE CAPSULES ARE 
NOT TO BE CHEWED, CRUSHED, OR DISSOLVED DUE 
TO THE RISK OF RAPID RELEASE AND ABSORPTION OF 
A POTENTIALLY FATAL DOSE OF MORPHINE. 

Please see attached Full Prescribing Information, including Boxed WARNING. 

ALLERGAN_MDL_02105531 
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KADIAN®· (morphine sulfate extended-release) Capsules 

Excrelion :- :r.<: 
Approximately.10% of-morphine ·dose is excreted unchanged in the urine. Most of the ·.dose is. excreted in .the 

urine as M3G and M6G: A small amount of the glucoronide metabolites is excreted in the bile and there is some 
minor enterohepatic cycling. Seven. to 10% of administered morphine is excreted in the·feces. 
· The mean adult·plasma clearance is about 20,30 mUminute/kg . The effective terminal halHife.of morphine 

after .IV administration is reported to be approximately 2.0 11ours: Long8' plasma · sampling• in some .studies 
suggests a longer terminal half-life ofmorphine·of abou1'15·hours. 
· Special·Populalions . . . . .·. ·. · . . . . .. . 

Geriatric: The elderly may have ·increased sensitivity to niii rphine and may achieve higher•and more·variable 
serum levels than younger p~tfents. In adults, the duration of analgesia increases progressively with age, thdugh 
the •de'gre~ ofanalgesia- remains unchanged. KADIAN'I! pharmacokinetics have not been .investigated :h elderly 
paUents (>65-yeaIB)•althoughisuch:patients•were•included in the clinical studies. . .. ·• ,, ;· ,, ,. :;, 
· Nursing Mothers: Morphine is excreted in the mat~rnal milk: and the tn ilk to plasma morphine 'AUG ratio ' is 

about 2.5:1. The. amount of ·morphine rnceived by me 'intarit depends ori ·the maternal plasma cdfibentration: 
amount of mil~' ingested by the•intant, and tl\e extent oi first pass metabolism. .:·. ' ·•. •- ,, : : 
·. Pediatr,ic l~fanis un~ei ) n\6~th dl age have a proi9ii~etl eiimi?alion, fi;,lf~life arid decr~~~ed de~ranref elativ~ 
to -older·intants and ped1atnc patients.' The clearance of-morph·ine'and ,ts el1minat1on halHlte begin lo apprn9cQ 
adult values, by thneco nd month of. life . Pediatric patients 9ld enough to take caps ules sh·ould:have 
pharmacQkinetic parameters ·similar to adults; dosed on a ·per kilogr~m basis (see PRECAUTIONS :•pedlat.ric 
Use( ·•. ·,·· _· .-. ·. __ · 1 __ · __ 1·,· ... -,ii,_•--. ·._ .. ·_- ·_ - ·,· . . :'._~··: .. · _.-_-.-... · .. ·.·.·· .. : -_ .. ··:i:_·_.,: 1_~ ;.:. _ . . ';· ..... - ~~ 

Gender: No meanin(Jf~I dif\erence's tiet1veen iifaieand female patients were demonstrated jnJhe analYsis•' of the 
P,h"rt)•C?,kin~tic da!a.trorn clinicsl ~tud \es , , , ,, , . i , '• , , , ''.;: ' .; / '. , ;' .. , ',',' '•;:· ' . 

~ace: .. Pharmaco~,n~t1c d1fterences que to .rac~, .m1y .e~,,~.. chines,e subJect~ given mtrav,~µqu,<; ~.orphin~ 1n 
one. study had a higher clearance when compared to caucasian subjects (1852 " .116 ·mL/n'lin Ve/sys 149.5. , .80 
m'umfflY · _::,;,._: ::•.·_·,:·"._ '.: .\._'_:.>·., '.~ :· :·• . :· -<,./~·_' ,. :: .· .. _ :-:_ : _'_/·:, ., · .: :.- :_: .. ·: ;>· .· .. ·{/.:.;\_.:~: :::: · .. f·1-.·<'.:i 

Hepatic Fai lure: The 'pharmacokine\ics of moipfline were \mind to ·be signitic·antly) .lter,ed· i,h ,ifjdiY,i.9ua1f with 
alcoholic, cirrhos is, The c!earance,w;,s found to d,e c.rea~~ with a corresponding increase in ha1H.i(f,:[he,M.3G and 
MSG to·morphineplasma AUG ratios alsodecre;,.sed in tllese patients indicaii ng a decrease in:m~tabolic acti'i ity, . 

Renal lns'ufticiency: 'Jhe.pharmacokinetics '61 morphine are altered iiiren'al.failure patients. ' AUC.is)ncre~~ed 
arid,clearance is d.ecreased, The metabolites,.,M3G and M6Gaci:u,mulate ,,everatfold in ,reqal .taUuie,patieols 
compared with healthy subjects · · .· · · · · . .. - ·· · ··, · :',., ,, . . · .. ., · .• , • · 

Orug-Drug ,lnteracliQns: ,.:The Mown,drugiQteractions invol~ing morphin~ are pharmsciJidyn~mic', ·001 
ph,1rmacokinetic /see PRECAUTIOIIS:,nrug)nteraclions). ,,, · 

INDICATIONS AND USAGE . . .· . . .· . . . . . . . . . . .• 
KADIAN® Capsules are an extended-releas.e oral formulation of morphine sulfate indicated for the management 

of moder;,te to. severe pain when a 'continuous,,;iaround-the-clock opioid ·analgesic is needed ;10r an,extentled 
period of time (see CLINICAL PHARMACOLOGY). ' · · .''.· ,,·,. 
. KAOIAII~ C.apsules are NOlintended :101,use•as. a prn ana.lgeslc . . · .,'.' '.' .. .. , .. . . . . .. . . 

KADIAN®.is not indicated for pain in the immediate postoperative period (the first 12-24 hour~.: following 
s~rgefY) , or ,if th.e pain . is 111ild ,or, not ~~P,ectep to 1persistJor ~n e1<tend0e.9 period o/ tim.e, :KAPIA~® is only 
in~icate~,for P.ostoperative .us~ if th,e P.~.t1e~t..ie, alr~adY .receiving,itie dr,ug .pr\pf.lo. swgery 9r 1! ,\he ,postope(at1ve 
pain is expected to ;.be modQr.ate. to severe andc_pers,st .tor. ,an_,exten9ed per.1pd. op 1me. , P_hys1c1;,ns s.~o.ul~ 
individualize treatment, moving ·trom. i>.arenleral .t.o .. oral ;analges1c~ ,!ls·,appropfiate. (See Ani,ncan .~a1n S,9c1ety 

~~~~::~JIJICATIONS 'J •'.;:'. ,,;,, ,/,,.'.,·:~) '.~:>·'· · .. ·,·. '.' ,',' < · : ···.· ···,·.'. ·:· .•. ' 

KADIAN® is contraindicated in patients with a known hypersensitivity jo m9rphine,,r17orphine sa!ts ,or.any QI the 
capsule components, o°r in .any situati.on whern opioil!s ~re contnilhdicated: ·rhl~' inclu~e} ,in ·patients With 
respiratory depression (in the absence of resuscitative equipment .or' in un'monitored semngs), ·and 'in patients 
with acute or.severe bronchia.1 asthma or hypercarbia. ,. · ''. : • '· ,. ' ··· ·' ·.· ·. · '· ·,. ,:,. ·' · ;, ':• · 

KADIAN®is" contmindicated•in any,patient who hasor•is suspectelf of.having .Paralytic• ileus: 
WARNINGS .•. · .. , ' ·. . .,: ·c ·;c · ., ! ' ,· :,- '' 

KADIAN® Capsules are .. to be swallowed whole· and· are'°nofto be ' chewelf,· crushed, ·or dlssolved. Taking 
chewed , crushed , or dissolved KADIANl!iJ Capsules 1leadstotapld releasec.andcabsorption ,o1 • ·potentially fatal 
dose .. ofroorphine,.:,i,.,: •·. r,:• : __ ··· ~· --. •' ·-_t, (_:::_.-.-, -~:-c-H.• _,,· .~--,_·:::; _-, 1,i-,: ·-i: ·:" . _.- :"_·· •;: 

KADIAN® 100 mg and 200 mg Capsules ARE FOR USE IN OPIOID-TOLERAt.lT PATIE!lT-S QN.LY. Th.is 
capsule strength may cause tatal respiratory depressio~, whe~, i~gest.~~,,or adrninist.ere~.to patients w.ho are 

pse_d_to_op,ioi_ds· . . ·, ,.-• ·:< . ... ,._ .... . _,)·· -~·r.· .. :\.'!1;_;_:· <• •:·HC,.·.,11 ;:. / 1lj,.>,.:.·; .. _--,-:,.·_. ·:- : 
Jaken:i.n the ·prescrl~ing of,thi~. capsule .strengl.h,,.P~lients ,s~quld,be.instruct~d:a.gai,nst,us~ 

. . .. . . . JJl~.om ii v,ras piescribe.d, •H uchin.approp.riat.e•~se may ~.ave severe 
medl.cal. cons~quences,)ncluding dea\h, . .. 
•, ,Misuse·,.·Abuse·and Dlverslon,of·Opioids ;· . , . . _ .. . .. , .. ,, , ,.c• ,· .. . ., . 
· KADIAN® contains morphihe an.opioid agonist and a Schedule II controllect,s.ubstance,.·,,O,piqid.agonis)s .have 
the potential for being abused and are .sought by .drug abusers and people wi,h addicti.qpJU.sord.ers,.end ar.e 
subjecuo.criminal d.ivers ia,n. ,, ,,,',, .. : .. • . · . : : .. , .• ,.,, :·. , , ., , .. ,.:. -,:· :. .,. ·:: .. :,,' ··.,: ., ... ,., • .-' •. 

Mor~hfne,c,an,be abusWin a,/pann.~r·s!~ilar ,t~ •. o.thlifopioid, agonists, ,l jgal .tir.jll ttit : .. T,9jf sbfiuld ;6$ 
considered whe'n' prescri bing or dispensing KADIAN® in sitUation·s where the ·physician.qr Ph.a(marisl i/ 
con~erned.about an increased.risk ,ot misuse, abuse,.or.diversion . . , .. , ,. , . : , • , ; '. ·,. ,, ... . , ' 

Abuse cit KADIAN® by .crushing, chewing, snortin,ii or inJeciing the, ct1ssplved .piqdUct :Will resu lt /9'ih.e 
uncontrn\\ed delisery ot \hif op\oid and pose a significant risk \o the abus~r \hat cdu19,{~~lilt l~;p.vefd,?.5~ an~ 
qeath (se.e WARHINGS ,a~d µjlUG ~JIUS~Jl~D DEPENO~NC~) :· . . , . '· ' >,,, ., : , · •· .. ·. . , , . ·, 

Concen1s .about ,abµse, ~dilic}ion, and diver~ion ,shoµld notp,reventJhe proper-,m;,nage'\lent. o( pain, 
Healthcare' protessiorials should co'ntact their State·Profess ional Li c°ensing Board, oi Stafe Controlled Substances 
Aut,horilX for ,intormatior .on, how to ,prevent ~pd detect abuse, or dir ersion of this product. , .. , . . : : · 

tnterJ!Ctio.n.s .with Alcohol andDrugs of.Abus,e ; , . • . . , . •,:,, · , ,., , , , .. . ; .: ", .. . i , . . . ,. . . , 
. KADIAN® m;,y be expected to have additive. e(fects ,when used. in c~nju~ction with alcqhpl, :othefc.Opioi~s. ·or 
!ll!cjt.·d.rugs that .cause ,~entral netvous:.system depres.sion,' because re.spiratory dep.r.ession, :hYpo.tensto~ ., ~nd 
profound sedation.or coma n,ay result. · ,,,, ,'.i 
,: tmp;,iredRespirafion• :. , •. . ;:,:· . ·.: .• -c : .. <· ·•· . .,., 
Respiratory depression is the chief h.azard of all .morphine·prnparations . . Respiratory depressi.on occurs. more 

1requentlyin elderly and.debilitated ,palients·;.and those sutferingdrom .cond .. ili.ons accarnpanied by,Jwpoxia; 
hypercapnia: br..upper airway obstructidn .,(when even · moderate fherapeutie doses ,may. signi1.icantly decreas.e 
pulmonary,ventilation) .. , .. : . , . . . .. , . . .. . _. . . . .. , . , 

KADIAN® should be used with extreme caution in patients with chronic obstru.ctive·pulmonary disease .or cor 
pulmonale, .and in·,patients,.having,·a substantially de.creased .re.spiratory .reserve· (e,g .. se.ver,e• .kYPh.oscoliosis), 
hypoxia, hypercapnia, or pre 'existing• respiralory•depression., In .such ,patients, .even usµa!· ther;,peutic, doses of 
morphine may-increase airway re.s:is,tance'and decrease .respiratory drive to the point ot,apriea, ,ln Jhewpatients, 
alternative non,opioid analgesics, should be,considered, and oploids,.should be employed· only, un.der careful 
medical supervision at the lowest :e11ective,do.se, 
,, Head Injury-and Increased lntracranial Pressure . . · , 

.. · The respiratory .deprlissanrefteilts Of'morphine with carbon ,dioxide· retention and '• secondary elevation ·of 
cerebrospinal fluid pressure may be markedly exaggerated in the presence .of head in jury, othet •intracranial 
lesions, or a pre-existing increase in intracranial pressure. KADIAN® produces effects whichJnay obscure 
neurologic signs of further increases in pressure in patients with head injwies. Morphine shou19.,onltbe 
ad(Tlin isjere~ under such circumstances,when .considered essentiaLand then. with,.~xtreme, care. ,., . · 

Hypotens1veE1fect · .' '· . , .. ,.,,, .,,·· .•-;· .. , 
· KADIAN® may.cause severe·:bypotension .. ::There is an added,ris.k to./ndividualswhose ability.to,.mai,Ptain bloqq 
pressur.e has already been· compromised by a reduced. ·bloo.d volume, or a concurrentadministration of: drugs 
suc.h as phenothiazines or general anesthetics. (See also PRECAU.TIONS - Drug Interactions.) K~DIA~~ may 
produce orthostatic hypotens.ion a~d syn~ope in ambul~tory paUents,. . . , . . :. , , .•. · . •; :-.c ' ,,, ,,. ,,,. , 
.. , KADIAN®,, llkea ll. opJoid:,llnalgesics, s,ho~!d be administered with caution to, patie~\s, in , irqulatpry ;shqck,}S 
yasodilati,on produced by th,e:drug may ,further.,reduce ca.rdiac output.and blopd pressure. 
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'KADIAN® (morphine iuliate extenood·taieasef Capsules' .. '. 
.. ,', ;; - _'(, ; ·, · •_j-: : ' -·, ,'~ ;. :., !, ' )'_ ·_ -., I j-: ' ' '· .. I"! ' 

Interactions with other CNS Depressants · · '. •' · . < I . 
KADIAN®:should be used' with• greanaution and •in•redliced: dosage•in patients whb·1are concurrently.receiving 

other central nervous system depressants including sedativefbr hypnotics, general anesthetics, phenothiazines, 
other·tran.quilizers, and alconol,because . resp iratory depressipn, : hyjpo\ension, .and profound• sedation or coma 
may result.:· _. . f ·:·:• . .:: _,; '.! ·- · !:;i, ~,!· ' 

Gastroidteslinal Obstruction . . 
, KADIANilll•sMuld not ,be•givento·pat,e·ntswith gaslfointestinal obstruction;,particularly paralytic ·ileus, as there 

is a risk of the product remaining in the stomach tor an extended period and the subsequent release of a bolus ·of 
morphine when nor.mal'gut ,[llotility' is restored. As With othersolid morphine formulations diarrhea. may :reduce 
morphine absorption. " , : 

Other •·" :o. · ·' "' ,•,: ,< 
Allh°ough ·extremely:rare, cases of,anaphyfaxis have .been reporte.d: . 

PRECAUTIONS . ·'·n ','· 
General . . . . , ·: .,,.,:. . . . ··: 
KADIAN\lll is •lntended•foru·se °in· pati rints ·Who rtqliire·cohtinudu's, artluniMtte,cloCR <rpioid ·ana1g·esia1i o, .an 

,,•ended period of time. As with any potent opioid, it is critical to adjust the dosing regimen torccKADIAN® for 
each patient, taking into account the patient's prio r analgesic •treatment;expfrie nce/: AlthoUgh, •it·. is: .c.learly 
itnpossible tcr enumerate:evei'y.;consideration',.that. is. i111portanUd.lhe selection;,illr/Eu>:initial, dose ot,KADIAN®, 
attention shoµld be given:to the points lJli'derDOSAGE AND ADMINISTRATION,, . . ' . ··· ' 
· • Opioid analgesics , have acnarrow therap.eutic· index,in certain ,patient,.populations; espec1ally when ·Combined 
with .. CNS, depressant,ctrugs, and. should,be.reserved Jor·cas.es where t/ie.·benetits ,of opioid ,analgesia 1outweigh 
theknowrr risks otrespiratorydepression; altered mental.state, and.•pdstural hyp0tension ... ' . ' •.' :: ,,,;: r·,, . ,: 
· Selection.ot.patienKfor treatmentwith,KADIAN® .. sho.uld be.gdvemedi'bY the same principles t)lat.apply-.to the 
use .of any :potent 'Opioid analgesics .. ·Specifically, ••the increased· risks·,associatecl wit.h, its'.usecin the; following 
populations should: be, considered:.,tbe elderJy or ·debilitated and th ose,wHh severerimpai rment al: hepatic: 
pulmonary, or renal function; hypothyroidism; adrenocortical insufficiency (e.g. , Add.ison'l. • D.isease); ·CNS 
depression or coma; toxic psychosis; prostatic hypertrophy, or .urethral stricture; acute alcoholis[ll :,.d.elirium 
tremens; kyphoscoliosis, or inability to swallow. . ·., , .· , :>,.,· , ... .,,. :.J. . . :·. ·., .. ; 

The. administration. 0!, (<ADIAN® may•9bscu,re tl)e diag.nosis·or• clinical course ,jn,patients w ith acµte. abdominal 
qond1tlon s.- ;_,. ,. .., : , , ·-1: . _ :, .. , ... : .. ,_: .. .. _, ": '.'-.':- ,'-·.· •·-.,:.:· _1· :·•1 . 

.KADIAN® may aggravate pre-existin(l·convulsions io p;itients,_.y;it!icconvulsi½e dispJcljlis.,,. ,, .. , ,· 
:_ .... ;_• Cordotomy.;.· . ,: -l'·u · . . ·• .: 1,.. . 1:::-:: '":'~. : ~::_ -_, , ·., • :".I :,;·::,,: . _, ·,i] .. ;:,-:· 

Patients taking :KADIAN® who are .scheduled .foe cordotomy:or'olher. interruptio.n of1.pain:· tiansm.ission 
pathways 'should have KAD.IAN® ceased, 24 hours . prior. til the procedure .and'lhe.: paio·:controlled : by,,parenteral 
short-acting opioids. In addition, the post-procedure tit ration of analgesics for. sw;h, P.atieM:,- ;sh.ould·: be 
individualized to avoid eith.er oversedation o.r "{ilhdrawal, .. syndr.omes.·. ,:i ; ; 

Use in• Pancreatic/Biliary-Tract -Dl.sease :.'t, · -~- >~- ,;:1 1 t-.; ~, 1, -.. j;<~ ·-:; <:(' --.:--\; : · · ·, .,·:.1m1,,. ,__, ~·-' 
KADIAN® rna:y cause spasm of the,sp~intte,ot,,Qddi and should be.•11se·d•.with caution in patie:nts .w\tb.:blliary 

tract disease: including acute pancreatitis. Opioids may.cause inqreases, in,the serum:amylase level. .•. ·,,· :i.: ... 
Tolerahce 'and·PhysicarDeifend°ence'." :, • ' , ' . ',, .. '.'.•· ,,.,.; .·, . . ·". :· ,ii. 
TOierance is·the heed .for·increasing doses· ot 'o·pioids ,tb •maintain '·a,defined· eltecnuch.as 'anilgesia ,(ilHfie 

absence of disease prngression or other external facfo,s):' Physlcal llependence·,is .manitested -by . .withd rawal 
symptoms after abrupt discontinuati0n of a drug or upon administration oian'antagoni~t ·Physical deperldeiice 
and tolerance •are not.unilsual,during chrdnic·opioid therapy/ :: .. ··., ,,.: , .. :... •,.,. . : ,,.·: ,. "·', . . .. · 
· The' opioid abstinence 0r withdrawal syndrome is characterized rby some ci r all: of the following: r-.stlessnes:s, 
lacrin'lation,- rhirtorrliea;-yawning,:-perspiration; •chills,.myalgia, and<myllriasis: .Other symptoms ·also .. may 
develop; including:' ihitability; 'anxiety, backache, 'joint pain,, weakness; .abdom inal· cramps, insomnia, nausea; 
anorexia, vomiting, diarrhea, or increased blood pressure, respiratory.rate;-or heart•tateJ ·" '•' ', •, : c 

In. general, opioids should not be abruptly discontinued (see DOSAGE AND ADMINISTRATION: CessaUon· of 
Therapy). · · · ·,, ,,,,,.,.,:.. · ·· ,,.;· 

•special Risk Groups ' • .. , . . .,., ;, 
KADIAN'W shoula b.e adminiStered •with cautiori;,.and ·in 'reduced 'dosages:•in elderly,or 'debilitated. patientsi 

patients with severe.renal ·o, hepatic. ihsu11iciency; ·patients ·with Addison'.s disease:: myxederila;. hypothyroidism ; 
prostatic hypertrophy·or,urethrarstri'cture: .. ,: , .,,, "'• '• • .,, • ,,,:L .. , ,., •. ,, .. '· ... , :•'"· ,.>., '· ·.· , .. .,• •.c c .:: 
, .. Cautioli '.should• a1s·o be exercised in' the .administratibn cof::KADIAN!li>, to,patients With .CNS. depression; -'lbxic 
psychosis, acute alcoholism and delirium trem·ens;:,and convulsive:.disorderS. ''1> · , · ·, .. :.-.: 

Driving and Operating Machinery ·••.,,;,;::. "<':;;;.,.,', 
KADIAN® may: impairthe mental• ·and/Ii[ physical: abilities ·needed'tb :pel'form·polentially:,ha-zardous;activities 

such as iJriving a car or operating .~achi~efy. Patiehts·must be,cautioned accordingly, PatientsJshoUl9 alSO'be 
warned abopt the pot.ential combined effet:ts,:01 KA DIAN® witli . o\h·er •GN_S depressants_, incl.udinq ,, □th~r: opioidSi 
phenoth1azme~;·sedat1ve/hypnot1cs.~nd·alcohoi'(see Drug Interactions}' :,. ,,. ·r .,._ , · · . , .. ·. •., , . , · •, · ' '"'" 

lnlormalion'for Patients : 
It. cnnically· advisali le, palienfs receiving KA DIAN@; M 'thei (caregiliers 'shou fd.:b,Pgiveri ihe ,fbll,ciwin,g 

information by the physician, nurse, or pharmacist ' · ;, ,: ' · 
1. · Patients should be advise.d that KADIAN~ contains morphine and should be taken only aS'direc:ted. 

''2.,:• P;,tients should be• advise.ct thal'KADIAN® capsuleS'should 'be~allowedwhole •(not.,Ghewed, -crushed, or 
'1; ,'dissolved). Alternately, KAEJIAN!li> capsules 1may be :-0p~'ned ,amt1he entirn·contents s~i inkled;'on nillall 

amount· of·apple sauce immediately prior to-ihgestion.'•KADIAN® ·capsules '.br tHe contents of the ,capsules 
must not be chewed or crushed due to a risk of fatal overdose, ,.,. :r:.-.•. ; • ,:,,, ·: ,, . ,, •:•;-; . ,..,,,·,:;;so;,!,.- ' 

3. Patients should be advised that KADIAN® 100 mg and 200 mg Capsules are for use only in,opioid,tole rJmt 
. patients. Special care :must be ·taken .to avoid. acci de ntal . ingestion.,or .use by 'ihdividuals•(locluding 

·:·children) other than .the patient for:whom .it was origiOally,prescribed; as'such •unsupervise.d,us.e may ,.have 
severe, even fatal, consequences .. .. . . . . .. . . . . .. ... ... ::, , -,, .. . . 

4. Patients should be advised that-the.qose··of KADIAN®~hou[d ,11ot,,l;ie ,adjusted without· coasulting,the 
prescribing he;,lth care provider. ,, :: ·· ., ·« :. : • •/: 

, 5 . ..... Patients,.shoµ I~ b.e. advi$ed .to ,report epis.odes of .breaNhrpugh.pain and adver_se:experiences oecvrring 
, .. \luring tqer,1py. lndiviqu.alizatj9n of dosage is. essential.lg ma~e optii;nal:use of this:mediqa\ion . . ·, , , , . 

6 .... Pat.ie.nts $ho.old be:•advised, t~ .. at KAOI A.N'- may, i[l)pair •!Tlental:,and/or,,physical apility required, fQrs!h.e 
,. performance, ot:potentially .h.azardo4s)9s~s (e ... g. ,, qriying•, operating ;m,chin.ery), .. P.a\ients ,s,tarted 1on 

KADIAN® or w.ho$e dose .ha$ bee.n· chaoged :~houl~ r ef,r;ain, (rom,,~~ngerous act1vi,l)I-.Yrti!,J\.is,e~tqblis~ep 
that they are riot adversely affected . , ... '. . .. . , .. , ,,, , 

7. Pat,i~nts should be.advised that KADl~N®.~ho~l.d.nQI ,be .ta~en .with .alcohol o,r,othef cr,is' ciep,ressaiil§ 
( sleepin,g ;meqicatiory:, .Jranqyi,lizef~) ;~x~1P! by·· the o/,dfr~/J/, \h~ g_(esc,ri~i~~ ~r ~li2~~r~ prQ~i c!.':f:' bei;?u,g 
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. .dangerous additiVe efl~cts may occur resulting in serious injury or death. . 
8 . .. women of childbearing potential who become or·are 'planning to become pregnant, should ·consult ·their 

,, prescribing healthcare provider prior to initiatirig•or coritinufnii therapy with KADIAN®. ::-. ·· 
9. ·• Patients should be advised that if they have been receiving treatment with KADIAN® for more than a few 

weeks and cessation of therapy is indicated, it may be ap.propriate to;taperthe KADIAN® dose, rather than 
abruptly discontinue it, due to the risk of precipitating withdrawal:svlJ)ptoms. Their prescribing healthcare 
provider should provide a dose schedu.le to accomplish a gradual dis~ontinuation ot the medication. 

10. Patients should be advised that KADIAN® is a potential drug of abuse .. They should protect it from theft, 
and it should never be given to anyone other than the individual for whom it was prescribed. 

11. Patients should be advised that severe constipation could occur as a result of taking KADIAN® and 
appropriate laxatives, stool softeners and other appropriate treatments should be initiated from the 
beginning of opioid therapy. 

12. Patients should be instructed to keep KADIAN® in a secure place out of the reach of children. When 
KADIAN® is no longer needed, the unused capsules should be destroyed by !lushing down the toilet. • 

Drug Interactions . . . 
CNS Depressants: Morphine should be used with great caution and in reduced dosage in patients who ar.e 

concurrently receiving other central nervous system (CNS) depressants including sedatives, hypnotics, general 
anesthetics, antiemetics, phenothiazin.es, other tranquilizers and alcohol, because of the risk of respiratory 
(lepression, hypotension and profound sedation or ·co·ma .. When such combi.ned therapy is contemplated, the 
initial dose of one or both agents·should be reduced by at least 50% .... . , . ··, . . . ,. 

Muscle Relaxants:· KADJAN®· may: enhance •the.,neuromuscular bio:cking , action of skeletal relaxants and 
produce an increased degree,ofr.espiratory. depression. · 
, Mixed AgonisVAntagonist Opioid Analgesics: AgonisVantagonistanalgesics (i .e,, pentai:ocine; nalbophine.,and 

butorphanol) should. be administered with caution Jo a patient Who has received .. or is receiving a •Course of 
therapy with a pure opioid agonist analgesic such as KADIAN®. In this s.ituation, .mJxe.d agonJsVaotagonist 
analgesics may.reduce the analgesic effect of K.ADIAN<l> and/or may precipitate withdrawal symptoms in 'these 
patients. · .. .. ,' ,. ,,..,, , · 

Monoamine Oxidase fohibitors (MAOls): ·MAOls have been reported do · intensify the effects of at least one 
opioid drug causing anxiety, confusion and significant depression of respiration or coma. KADIAN® should·not 
be used in patients taking MAOls or within 14 days of stopping such treatment. 

Cimetidine: There is an isolated report .of confusion and severe ,resp.iratory depression when a hemodialysis 
patient was concurrently administered morphine and cimetidine . . . · 

D\uretics;. Mmp'n\ne can ted'uce the .e1licac-y al diuretics by inducing the release of antidiuretic· hoi-mone·. 
Morphine may also .lead ta acute. retenfion of urine by causing spasm 6.f the sphincter of the bladder; particularly 
in menwith prostatism,· . 
, Carcinogeniclty/Mutagenicity/lmpairment of Fertility . . . 

long0 term studies in ,animals:to ' evaluate 'the carcinogenic potential of morphine· have. not been conducted: 
There are no reports of carcinogenic effects .in humans." lri vitiaistugies· have, reported , that morphine is non, 
mutagenic in 'the Ames . test with ,Salmonella, .and . induces.chromosomal aberrations in human leukocytes, and 
letha\mutation induction in Drosophila . .. :Morphine ·was ··found to be mutagenic in vit,o in human T-cells, 
increasing the DNA fragmentation. · In vivo; morphine:was mutagenic :in· the, mouse micronucleus.test a.nd 
induced chromosomal aberrations in spermatids and murine lymphocytes: Chronic opioictab"iisers (e.g . .-,heroin 
abusers) and !heir offspring .display highenates of chrom6sanfal damage. However; the rates of chromo'somal 
abnormalities ·.were similar in nonexpos'ed . individuals 'and in heroin .users enrolled,.in l.ong' term. opioid 
(llainte.nance programs. 

Pregnancy . 
Teratogenic Effects (Pregnancy Category C) . . . . . . . . . . . 

,,. l'eratogenic effects of morphine have ·been ,reportea··in •the animal literature. High parental, doses during the 
second trimester were teratogeni, .in neurological,, ~oft and skeletal ti.ssue. The abnormalities ' ineluded 
encephalopathy and axial skeletal'fusicins. These-<1ases :were often mate·mally•toxic and were 0:3 to 3-fold the 
maximum recommended human dose (MRHD) on a mg/m2 basis. The re lative conlribution of morphine-induced 
matemal·hypoxia and malnu\rition, each of which can be·teratogenic•, ,has not be·en clearly definedJ Treatment of 
male rats with approximately 3-fold the MRHD for:10 days prior to mating decreased Jitter size, and viability.•, 

Nilnteratogenic Elf eats . . 
Morphine given subcutaneously, at non•mateihally toxic 'doses, to rats during .the ,thtrd trlm'ester with 

approximately 0.15-lold the MRHD caused reversible reductions in brain and spinal cord Villume,,and·testessize 
and.body.weight in•the onspringr and-decreased fertili ty in female offspring.c:The offspring of rats ,anct hamsters 
treated oral\y: or intrape_ritoneally throughout ,pregnancy with '0.04.- to '0.3,fold the MRHD of morphine have 
demonstrated delayed growth, motor and sexual maturation and decreased male fe rtility. , Chronic morphine 
exposure of, fetal animals resulted .;n mild ,.wilhdrawa!, alt.ered .reflex. and motpr,skiJI development. and altered 
responsiveness to morphine that persisted into .adulthood, .,.. , ,, .• . , ... · . . ,., . 

There. are no well -controlled studies of' chronic in utero exposure to morphine sulfate ,in human,.subjects, 
However, uncontrolled retrospective studies of human neonates chronically,,exposed ·to.,other ORiQid;; in utero0 

dem.ons.tratedreduced brain volume which normalized,over. tbe first.month of life .. ,Infants born,t,o opioid,abusing 
mothers are more often small for gestational age, hav,e. a decreased ventilatory, re~ponse· to CO2 and jncreased 
risk ,otsudden . infant death syndrome. • KA.DIAN® should only be ·.used. during: prngnaiJcy if the n(ted for strong 
opioid analgesia justifies the potential risk to the,fetus. , •:· ·, , _ . ;; . ::, .' . : , · : , ' , 
>:, LabornndDelivery : ,.· ·' '<ii :'' ·, ,, : , , 

l<ADIAN® is not recommended tor use in women during and immediately prior to labor, where shorter.;icting 
analgesics or other analgesic techniques are more appropriate. Occasionally, opioid analge~jcs l)lay,,prplong 
labor through actions. which . temporarily. reduce the strength , duration, and frequency.. of · uterine · contractions. 
However; this effect is not consistent and may be offset ·by ,an increased rate ot.ce"11ical dilata,tion,which tends to 
shorten labor. Neonates whose mothers received opioid analgesics during .labor should·,Qe,observed closely for 
signs of. respiratory depression., A specific opioid antagonist;. suc\1 as naloxone or nalmefene, shoulp be. availa.ble 
for reversal ot opioid-induced respiratory depression in the neonate: 

Neonatal Withdrawal Syndrome . . ..,.,, .. . , ·.·. , , .. 
·,· Chronic,,rnateroal, use of opiates or opioids during. pregnan.cy ,coexposes the fetus .. Tli.e newborn may 
experience,sub,sequent neonatal withdrawal.syndr.ome. (NWS) . · ManiJe:,tations . of . NWS include irritability, 
hyperactivity, abnormal sleep pattern, high-pitched cry, . tremor, vo·miting, . diarrhea, weight. I.ass, and ·.failure, to 
gain weight. The onset, duration, and severity o.f!he.disordeujilfer based. on such tactqrs as the addictive dr;ug 
used, time and amount of mother's last dose, and rate of elimination of the drug. from the newborn, ., Approaches 
to the \reatment of this ~yndrome ha.ve incl oded supportive -care and.*when indicated, drugs: such as paregoric or 
phenobarbitaL · 

Nursing,Mothers . ., ... •. . . . · . 
: · Low levels of morphine sulfate have been detectedJn. human milk. , Withdrawal symptoms can ·accurjn breast
feeding infants when maternal administration of l)lorph ine .sulfat.e.is stoppe.d. Because of the •p.otential for 
adve.rse, reactions in nursing infants.lrom KADIAl\l®, a decision should be made whether to discontinue nursing 
or discontinue the drug, taking into account the importance of the drug to the motber. 

Pediatric Use · , . . . 
The'·safety· of KADIAN®, both the entire capsule and the pellets sprinkled.on.apple sauee, have not been directly 

investigated in pediatric patients below the age ot-18 years. The range of doses available is not suitable for the 
treatment of very young pediatric patients or those who are not old enough ·to take capsules, safely>The apple 
sauce sprinkling method is noran appropriate alternative for these patients. · 

Geriatric Use 
Clinica l studies of KADIAN® did not incluae,:sulficient numbers of subjects aged 65 and ove(Wdetermine 

whether they respond differently from younger subjects, Other reported' clinical experience • has not identified 
differences in resp,onses between the ·elderly and younger patients. In g'eneral, dose selection for aif'elderly 
patient should be ,cautious, usually starting at the' low end of the dosing range , rellectin[fthe greater freq·uency of 
decreased hepatic;'renal, :or cardiac ·tunttiori, and •ot•conc6mitant•disease or oth~r',drug therapy., ' ·· ' ... 

ADVERSEREACTIONS . .. . . . . .. . . . . . . ·•·· , . . . . .. . . . ·. · . · ·.• · · .. . , . . .· . 
Serious adverse reaction$ tliat may be associated with kADIAN® therapy in clinical 'use aie those Obs~ived with 
other opioid analgesics and include: respiratory depression; respirato'iy arrSst, apnea, circii linory 'depression, 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 

KADIAN® • (morphine sulfate extended,release) Capsules 

cardiac ar rest, hypotension, and/or shock (see OVERDOSAGE, WARNINGS). . , .. -, : ,,.., , 
,. ihe .less:severe adverse events seen on initiati on of therapy with KADIAN® are also,typical ,opioid. side·ettects. 
These ~vents are dose dependent,, and theirtrequency depends on the clinical·setting; the patients level of.opioid 
tolerance, and host !actors specific to the individual. They sbould be expected and managed ,asa,part ot opioid 
analgesia . . The'most frequent ot :these include drowsiness, dizziness, constipation and nausea . . In many cases, 
the l tequency of these events 'duriQg initiation of therapy may be minimized by careful individualization,of starting 
dosage , slow titration , and the avoidance of large rapid swings in plasma concentrat1ons ·ot,the op101d, ,Manx of 
these adverse events, will cease or decrease as KADIAN® therapy is continued and some .. qegree of tolerance is 
develope.(l. but others ,qiay be.eXjlected tp,remain troublesome ,throughout therapy. 

.Manag~ment of Excessive Drowsiness . •. , · · · . ,., 
' ,Most patients:r eceiving KADIAN® will• experience initial drowsiness. This usually ·disappears within 3-5 days 

and is not a cause of concern unless it is excessive; o.r accompanied ·by unsteadiness or·conlusion .. Dizziness 
and•unsteadiness,may be assoc_iated with postural ,hypqtensipn; particularly in elderly. ordebil_itated patients ,..and 
has b.eeli,associated with•syncope and fall~ in pan-tolerant patients.started .on O.Pioids., ,, . , , . •., 
, Excessive or persistent sedation shnuld be-investigated . Factors to .be considered should ,tnclu(le: concurrent 

sedative megication.s, the ·presence of hepatic or ,renal insufficiency, hypoxia or l)ypercapnia ,oue to exacerbated 
respiratory faiiwe, 'intolerance to .the dose us·~d ·(~specially .in olde.r patients), dis~ase, severity ,and tne,, P.~.tie_nt's 
!ieneral:cqR.diti/m. , · .. ' ' . . ,,:, ,· .. , . .. . ,;, . .. ' .. ., ,.._.,, ·• . ' · " .. ,· ,· 

The. dosage: sh.ould be aoiusted according to individual . needs, b.ut add1t1onal carqho~ld 9e. u,~ed in ,t,ne 
selection· of initial doses tor i he elderly patieni, the · cachectic or gravely ill patient. or in patients not already 
famiHar with opioid analgesic medicationqo prevent exces~iv~.se.dation at the onset of treat111ent . , , ·· · 

Management of Nausea and Vomiting . . . ' . ' ' ' . ·. . . . ' ·, .. " 
Nausea and vomitingarecommon after single dos.es of KADl~N® ofas)n early, undesirable effect of chronic 

opioid th~raiil 'The µxescdption of .a' suitablf antienie\ic should be, i:o.osiilered,,With ihe),wareriess that .s.edation 
may result (see Drug Interactions) The frequency of nausea and vomiting· usuall\' iJecreases within aweet or ,sq 
but may persist due to opioid-induced gastric stasis. Metoclopra111ide is oftenyseful m5uch patients. · " · . 
: l'iia'naiiernerit of. Coris!ipaiioii . " , . ., '. . . . . , , , . , " 

-·•y irtually)(ltpat!e.ntssufle( frdm constfpatibn, whileJaki.ng ppiojds, ~uch as KADIP,N®, pn a chr9nic;bas1s: 
Some patients, particularly elderly;. deb1l1tated or bedridden patmnts may become.impacted. )oierance qoes not 
usually develop lortfitf cp'nstipat1~g· effects of opioiM. Pat!ent§i\l'~~t be c~utioned a?co.rding1y a_rid lax~tiVes, 
softeners·and otherapproprlate treat111ents should be used prophytactrcally from the beginmng of opioid therapy: 

Adverse Events Probab!y ,Related lo KADIAN® Administration .. . . . • · ', , · ··· .. ·., :.· ·, 
1'1n clinical studies in patients with chronic cancer pain' the most:common adverse ·~vents reported' by patients 

af reast·onc.e ·du·nng therapy were drow.siness (9% ), constipation•(-9%'), hausea• (7%), •dizziness (6%),< and anxiety 
(6%). Other less common side effects expected from KADIAN® or seen in less than 3'kof.p;llientsin ,the-clinical 
studies were· .. . ... . .,. ... . ·.· . . .. . , . , .. , 
· :Body as:a <Whole: .Asthenia; accidental injury,..Jever; pain,, chest pain; headache, diaphoresis1 chills, flu 

syndrome, back pain, malaise, withdrawal syndrome · ( ; :< ' ·' ' · ' · · 
Cardiovascular: Ta~hycardi,a,.afrial fibrillation,. hypoten·sion, hyperterisibn; palldr, 1facial flushing; palpitations, 

bradycardia;syncope . . . . . . . . - . ' ' d . . . ,,, .' :· . . ' 
Geritra! ·Neivous Sysiein: ·'corliusion, •ciry mouth; ·anxiety; alfnorrhal thinking, abnormal dreams, leihargy, 

depr~ssion, tremor, 'Jos~ pf conce.ntration, ins'om_n ia;.amnesia, parnsinesfa, i!Qitation , vertigo; l oot drop; ataxia, 
~ypesthe~I~, slur(ed speec~; hal,l~ci~a//o'rs'. v~\9dila,tio,2; euphori,a, apathy,, seizures; ~yoc.lonus ' . .· . ' 

Endocnne: Kyponatrem1a due to ,nappropnate' ADH secretion, gynecomasha'· •· · · ' · · ·. .· . .. 
Gastrointestinal: Vomiting, anorexia, dysphagia, dyspepsia, diarrhea, abdominal pain, stomach atony.disorder, 

gastro-~sopha?eal reflux, delayed gastric emptying, biliary colic . . . . . ,- ·' .i , '· · ., , 
Hemic'&Lymphatic;. Anem(a, leuiciii enia, ihrninliocyiopenia . ,', ' ' ", , '.. "' .. - .. .. 
Meiabofic &,Nutrit,ional: P~(ipfi't, raf'edema, hyppnatremia, ~derria ' . 

·Musculoskeieia1' Back pain ,' bone pa.in, arthra.lgia . . ·, . ,- . . . 
R espi rato ry: Hiccup; : rhinitis; ,a telectasi s, 'asthrr)a,, bypoxia;- dyspnea;' r.espi,tat~ ry. ins uffi Ci ency,: Voice . al le rati () n·, 

depressed cough reflex, non-cardiogenic pulmonary edema 
Skin an,d.Appendages:, Rash, decupitus ulcer,;p.(uritus, ~kiO flu~h .. . . . . . . . . .. . . , " 
Special..Senses: Amblyopia; conjunctivitis, miosis; blurred vision, nystagmus;cdiplopia: ,- :, .,;..,"·"'' .. . __ .... 
Urogenital: Urinary abnormality, amenorrhea, urinaiy retention, urinary heshancy, reduced• libido,' reduced 

potency, prnionged labor . ·. . ' . 1 ', . ,,.. . : , ·; ,. :., . ,". :h~ ... ,,, , , 
• Posl'maik~ting Adverse Events .Pioliatil\r'·R~lated t1rKADIAN® ,., ' ··, •' ,., - i\, , ; . ·;:: 

The safety of Kf',DIAN® has been evalu~ted in a randomized, prospectjve, open-label,4week treatm'ent period, 
PJ)St:markeiing:study consisting of 1418 patients,ages 18-85 with chrnni9, non'malignaht pain kiic. · b~ck 'pain, 
osteoarthritis :· neuropathic 'paih), 'No control aim was .included in'this study' Th~ m6st'comrr,oh adverse. events 
reported at least once during, therapy were constipation (12%), nausea "(9%)' aM:somnolence (3%F Other ,Jess 
common side effects occurring in less than 3% of patients were vomiting,: prUritus, dizziness;'. sedation;:clry 
mouth; .headache, fat.igueandrasn'' ':t' · · · · 
DRUG ABUSE AND DEPENDENCE .... . . . 
KADIJ\N® is a, mu,agonist opioid with an a~us,e Ua~ttily siniilar to oth~r ~pioid aJionists and is a Schedule' II 
controll~d,sulistance . • KADIAN® an'd other op.loids),sed In. aTT~lgesl'a · can be illfosed and ·a're siltijeci to 
crimln~I diversion. · ' ' · ·. ·· ' ·. ' · '·.· · . · · · ' · ,. ' · · .. · ' ' · . · , '/ ' ' · ' 

,KAD\AN® is an opioid with no apprnyed use in the management of addiciiori 'disoide'rs, lts:(irorier usage in 
ihqi~id~als. Vli\)l orug .· orJl,ccil)ol dEipendeQ9e, eit~ei aciivf or jn r$nii.ss iori, is'tcir,the manaQenient ·of pain 
requ1rmg op101danalges1a: ' · ' ·· · .... · .. ·.· ..• ,. : ·. '.· , ·: ·· ., : ·, . . ,: · .:- ·, . ','. · ... ,,. 

Drug addiction is. c~ara,terized by pompµlsive u~e,\i'se 'for no~,m?dical 1)4rii◊i~s, and c.ontiriued ·~se despite 
hi!\rl! o,r risk:<if )l.arin: Drug ~ddicUqn is a tr~atable dj~ea$e, utilizing .a multidisciplinary ?llProach; bu{refapse. is 
common. ·. _ .. •:· _, 1··_ •.· _-, . __ .. _. ,, ··. ,:· _ ... , ,. •_ , · _ - _ , ,1 · - ,. · .. -: __ ,:1. -- _~ _,. ,_ ; -_- .- ... _." . . : ' '\_:_, .. _ .. -.- . 

"Drug-seeking " behavior is ve ry commci'!i' in addicts ancf drug abusers.'' Drvg-seekirig ' tac!ics:;;nc!Ude 
emergency calls or.visit~ near .the end of offi~e hours, refusal \6 undergo :apprdpriate examination,,testing ' or 
referral; repeated ·' los.s."' of prescriptions; tampering. with prescriptions and ·reluctance to provide prHif•:riied ical 
record.s· O'r c'o ntacr iliform'ation 'fol ' oth'er treating ' p~ysTcian(s): !'Doctor 'sliopping" to.'obtain•additional 
prescriptions is common among drug abusers and people suffering from untreated addiction'. •. 'cl: ·' .,, · · 

Abuse and addicUon are separate and distinct from physical dependence and tolerance: Physicians sh0uld 'be 
awarethal'addiction may not be accompanied<by•concurrent tolerance,and syrnptorils of -physical dependence in 
all addicts,· In ·~dditiOrii abuse or opioids ·c~n, occur in•the 'absence :of: true addict.ion· and is. characterized .by 
misuse'lor non-medical purposes, often in combination with other 1psychoactive substances. KADIAN!11', like·other 
opioids, has been diverted .tor non-medical use. Careful record-keeping of prescribing Jnformation/ including 
quantity; ,frequency, and renewal requests.is ,strongly,advised,: .' . :"'..:.' : . , , - , ,;, , , , .,,, "' .· · , , · : , :, , . . : 
. Proper assessment.of the·patie~t; :proper, prescribing practice_sr perj_odic re:evaluation M therapy, and 'prop.er 

dispensing and,storage are appropnate measures that helpcto l1m1t ·abus'e'otop1oid•drugs, .· ,· ··· ,., .. ,,:,,, ,r· . 
KADIAN® is fntended'for ?ral lisi only, ,Abuse of.chewed; crnshed; or dfssolved• capsules or,pellets:poses 

a hazard .of overdose ,and death. :This ,risk. is increased cwith concur·rent -abuse· of alcohol· an'd otller 
substances. Due to _the presenc~ 01.t,aic as one of the excipienls in ·capsules. ·pa'renteral 'abuse ·ca·n·be 
expected to result in local tissue , necrosis, infection, pulmon·ary .granuloma.s;.,an.d. Increased · risk: of . 
endocardilis a.nd·valvular heart injury., ,Parenteral drug abuse:iscommonly,associated with transmissjo~·ot 
infecllous•diseases.such as hepatilisand ,HIV: · · · ., ,.. ,. :· 
OVERDOSAG( . . . . " , "' 

Synipto'ms · : . . .. .. . . . . . . . .. . . . . . .. . . . . . . . . . . . . . . . . 
Acute overdosage ,with .morphine if manifesied by respiratory ~epre'ssion,: s·omnolence progressing to Itupor 

or com.a, skeletal muscle flaccidity, , old and clammy skin, constricted pupils, and, sometiines,,pulmonary · 
edema, bradycardiaihypoterision :and, 'death:. -M~rked, mydriasis rather 'than• miosis:may,be' seen du·e•to severe 
hypoxia•in·overdosesituaMns: : . ,. , ; . ,,., 

Treatment. . . , 
Pr[111:iry .attention shou,I~ be given. to the f~0es\abjjs'hmelii of? pati!ht 'airway anq institutiofrof assisted or 

controlled ventitati cin. Gastric c'olitents 'may needto be emptied to rnmove unabsorbed d'iug when an extended
re lease formulation such 'as KADIAN® has b'eeri taken:· Care sh·ou ld be 'take n to 'secure the a1rwaY" befiire 
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attempting_ treatment by ga_striqll)ptying or activate_d charcoal. . , . . . . , .. .- ,. . , ... ,, , . 
. Supportive measures (including ·o/<)'gen, vasopressors) •sh~uld be .employed inth_,i"CQanag:,frneiiLof circ·u'/at9ry 

shock and pulmonary edema accompanying .overdose as indicated. Ca_rdiac arrestor •rrhythmias·.may,rnquiie 
carqiac.massageordefibril\ation. , .• .r ' -: ,. , .'. ,, · ... •· : ·, . 

The pure opioi(i antagoQis)s, naloxone or. n._almefene, are specific antidotes;to respirat6ry depression_ '!Jhkh 
results from op1md overdose._ Smee the d~rat1on ,Of .reversal wou!d. be expected to be less than )he,duraiion· of 
act1.on_ of KAOIAN®;, the . pat1ent ,must be carefully -monitored until spont&neous r.espiration ;"s' reliably .re
established ,, KAQIAN<l> will continue. to rele_ase and .add to the morphine load)or up to 24 ho.urs .after 
adm1mstrat1on. and th_e _inanagement ~_tan, ove(d_ose should .be ll!Onitored accordingly. If the respon~e to opioid 
antagonists 1s suboptimal or not sustained; aod1_t1onal antagonist s_hould be given-as d1rected'by the manufacturer 
of the product. .·. · .. ·· · : • ":'' . , -: :· · · ;,, .. ,· . . ,,., ' 

Opioid antagonists shoul~ not_ be ad min_istered in the ab~ence of clinically significant respiratory or circulatory 
depression secondary to .morphine _overdose. Such ag,e·nts .. should peadnjlnistered cautiously to perso_ns.'wno 
are known,.or suspected t_o._be physically dependenton KADfAN®. In such cases, an .abrupt or complete reversal 
of op101d effects may prec1p1tate an acute abstinence syndrome. ·: · ·: ,, 

Opioid.Tolerant tndivid,uals: In an individual physjcally ctepen_denton pploids, administration P,f )he.usual ,dose 
of the antagonist will prep1p1tate an acute w1t~drawal. The seventy of,the withdrawal prod_uced .will depend on .the 
degree of physical dependence and the dose ·ofthe antagonist,administered. Qse of an opioid antagonist s·hould 
be reserved_ for cases where such_ treatment is clearly needed. _If it is _necessarY to treat .serious resp,ira\orY 
depress_1on_ 1n the physically dependent patient, administratio_n of the_ antagonist should be begun with ,car~ and 
by t1trat1on with smaller than usual _dose$ of -the antago,nist · · · · ·' .·" · .. • 
DOSAGE AND:AOMINISTRATION .. .... . . __ 
KADIAN® may be administered once or.twi_ce d~ily, · .· . . · ,. . , ; . ... , , . . . .. .. . , ,_,. 
, KADIAN®· c_apsules;sho.uld ,be. swallowed whole• The. pell~!• in J(All.lAN"l' cap$ules shou!d· nol lie chewed, 

crushed, or dissolved due to the risk of rapld ,rete~se,ard abso_rptl_on,of,a potentially fatal dose,q.f.morplt(ne. 
Alternatively, KADIAN® capsules may be admm1stered as a sprinkle on apple sauce or through a ),6.·French 

gastrostomy tube (see Alternative Methods of Administration section). • ·. ' 
, Jh.e 10Q m) ;<1 ~d;2Dp mg capsule~ are.f_or.~_s_eon.ly,in · · · , nt ·pat.lenls. , .. ; " . ..''" 
, K~OIAN~ Is n,ot_indlcated for pre-empl!V~ a~~lgesIa· _ion pre,,operalively for lh_e management ol 

po~t-operat,~e p~m), or for pa!n Jn the •1!1r)led1ate. po . . .. . . . perio~ .. (t~e 111'$1 _ 12 to. 24 .h'ours f~llowin!i 
surgery) for pallent~ _nol prev,o~sly lakmQ the drug, because. ts safely In these ·settings have not been 
established. · · ···" . ·' · · . •. ' · · • .. • · · ,, ·•· ·, · · .,. ·· " · : 
' KADIAN® is 'only indicat_ed t9~p~stcop~raMfuse'. if ih'/i ~ail~nt is already receivlng the '. dnig ' prfor' t.o i~:rJ:r. o,r 11 ,t~~ postoperative pam _IS expected to b~ l!l~derate·to severe_ and persist tor M extende~p•,!ild 

_. Patients .who' areal ready receiving KADIAN® Capsules as· part of ongding ·analgesic therapy ·may b1l'safely 
continuea on the drug if ap·propriafe dosage adjustments· are made considering the procedure, other'drugs given, 
and the temporary changes in physiplogy caused by the surgical intervention. · · ' 

Initiating Therapy with KAOIAN® Capsules . , 
~fiysicialis ·should . individualize·_ treatmerit using a progressive'planol p·ain niailagemenl"such as'imtlined by 

the V\'orld Health Organization, the American Pain Society arid the _Federation of State Medical B_oards Model 
Guidelines. '. Health care ·professibnals should follow •appropriate'paih management principles of careful 
assessment and ongoing monitoring. · . · . • . · _. •· · · · · · 

It is criticano·adju$t1he dosirig regimen for each patient individually, taking intii'account the patient's prior 
analgesic treatment experience. In the selection of the initi1!1 dose of KADIAN®, attention should be given to ' 

1) the total daily dose , potency and kind ofopioid the patient has .been taking previously; . . :_. 
2) the reliability of the relative potency estimate used to calculate the equivalent dose of inorphine needed 

(Note: potency estimates may varY with the route of administration); ·, 
3) the patient's degree of opioid experience and opioidtqlerance'. 
4) the gene1al condition and medical status of the patient; 
5) concurrent medication; •' 
6) the type and severity of the patient's pain. , 
Care should be taken to use low. initial doses of KAOIAN® in patients who are not already opioid-tolerant, 

especially those who are receiving concurrent treatment wilh muscle relaxants, sedatives,- or other CNS 
active medications (see PRECAUTIONS). 

During periods of changi ng analgesic requirements including initial titration, frequent communication is 
recommended between physician, other membe_rs of:the healthcare team, the patient.and the caregiver/fam ily. 

The following dosing recommendation's, therefore, can o~ly be considered suggested approaches to what is 
actually a series of clinical decisions over time in the management of the pain of an individual patient. 

Conversion from _Other Oral MO!Phlrie Formulations to KAOIAN® 
' Patients on other oral morphihe·fqr_mulations' mat be cohvertect ·to l<ADIAN®'llV·iidministering one'half of.the 
paUent's total daily oral, morphine dose as KADIAN _ _'capsules eitilrY '12•hdu:s (twice'.a;day) or by administerinq 
the total da1ly -0ral morphine dose as KADIAN<ll capsules every'24 h'our_s (Once-a'day).'KADIAN@ should not· be 
given more frequently tha'n eve'ry'12 hours. ' ·. · '•" . ,,·,, ' :, : : , : • ·: i,: ,1 ' ' ' ':i · ·· · · ,,, ', 

Conversion from Paieriteial Morphine or OIiier Pbreiiteral or o·ral ciji1oids to KADIAN®. ,,,,i:;• ' 
KADIAN®.can . be administere_d to patient.s _pr~yio_usly receiv.ing treatment with parenteral morphine or .other 

ppioids· . . · While_ the,re are ,useful fables .ot. oral and parentetal . equi~aleiits in' cancer anaigesia, fhere is substantial · 
inte/pa,tlent,variation in the· re.lative potency, Of different. oploid·drugs and formlil~tiOns. For these reasons;'it is 
better to underestimate the patient's'24-hour oraf'moiphine requirem~iit and provide rescue medication, than to 
overestimate and manage an adverse event. The following general points should be considered: 

· 1. Parenteral to Or~I Morphine.Ratio: It may take ,an1where from 2-6 mg otmal morphine to provide 
analgesia equiva1e;nf'tg 1' mg'_,ot parenteral morphine: 'A'dose ·of oral morphine three times the daily 
parenteral morphine requirement may be sufficient in chronic use settings. . 

2. Other Parenteral .or O_ral Oploids to Oral Morphine Sulfate: There is· lack of systemati·c evidence bearing on 
these types of analgesic substitutl.ons. Therefore, specific recommendations are not possible. Physicians 
are advised to refer to published re lative potency data., keeping in mind that ·such ratios are on ly 
approximate. In general, it is safest to give half of the estimated daily morphine' demand as the initial dose, 
and to _ manage inadequate analgesia by supplemenJation with immediate-re_lease morphine. (See 
discussion which follows.) · . · " ··. . ."' 

The first dose of KADIAN® may be taken with the last dose of. any immediate-release (short-acting) opioid 
medication due to the long delay until the peak effect after admini~tration of KADIAN®. 

Use ot KADIAN® as the First Opioid Analgesic " 
There has been no evaluation of KADIAN®' as an initial opioid analgesic in the management of pain. Because it 

may be more difficult to titrate a patient to adequate analgesia •using an extended-release morphine, it·is 
ordinarily advisable to begin treatment ·using an immediate-release morphine formulation. 

Individualization of Dosage 
The b_est use of opioid analgesics in the mana_gement of ch,ronic malignant a~d non,malign,.nt pain is 

challengmg, a_nd ,swell descnbe.d m matenals pubh.shed by .the World.Health Orgarnzat,on and tM:Agency_tor 
Hea.lth care Pdlicy and Re.search KADIAN® is a third1siep dru(fw~ich is· most usefujWhen the 'patient requires a 
con,sta~t level, of .opioid analgesia .as .a "floor' qr "platform" frolTl .w~ich to manage .bte_akthroqgfr' jiain. V\'hen a 
pa\ient hasre,1ched the point.v;h,ere comfort cannot be p_r9videq v;ith.a co111bination of n_on-cipio)o n;ied)9atrpns 
(NSAIDs and acetaminophen) and iiitermit\ent'use of'milderate or slrong ,opiqids., the'patjeofs total :opfoid 
therapy should be converted into a 24. hour orai' morphine equivalent. · · ·' · · · · · · · · · · ' .. · ·. · " .'.· .. ·,\ · · 

KJI.DIAN®. sh9uld be started by administerjng one-half.of the .estimated tqtal ~aily oral morphine' dosr everjl.12 
hours (twice:-a-day) .or' by'Mministering the total da1l5"oral mbfl)hihe dose 'evefY 24 hours (once-a-day). , The 
do~,e stiou)d be' Utrated :no ,i,or,e frequently than eve[Y0other~ctay ·10 allciw the patienrs ·to stabilize. before 
escalating the dose. ' If brl!akthrough pain occurs, tne dqse may oe supplemented with ·a small dpse (less than 
20,'/,of the total daily doae) of a short-acting araJ9esic, Patient~ who are .excessively se9ated after,, onee:a-day 
dose or who regularly exfierierice m~dequate ~lialgesia before th·e 'next dose should be ·switched to twice-a-day 
dosing ·-• · . __ ·. • , · . · · . · . ' ' ,. · ·. ' .,. •· · ' · c:· , / · · , • · 

Patients who ~o riot lwve a proven tolerance fo ' opiqids shoµld be siirted onlyqnthe JO mg.or 20 1 mg 
strength, and usually shOuld. be increased a(a· rate not greater than 20 mg every-other-day. Most patients will 
rapidly develop some degree of tolerance, requiring dosage adjustment until they have achieved their individual 
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best balance between baseline analgesia; ;nd opioid side effects such as confusion, sedation and co~s!i~~tio~'
No guidance can be given as to the r~~of!)mendg1;t; maici_mal dose, especially _in p~tieots . with -chro11ic· pain _ot 
~ahgnancy. In_ s_uch cases_ the total _dose of KADIAN® should be advanced until the desired therapeutic endpoint 
1s reached or clm1cally s1gn1flcant op101d-related adverse reactions intervene. .- •· , ' · · 

Alternative Methods of Administration 
In a study of healthy volunteers, KADIAN® pellets sprinkled over apple sauce were found to be llioequivaleJ\t lo 

KADIAN® capsules swallowed whole w1_!h apple ., sauce under fasting _co_nditions. Other foo(fs ·have not bean 
tested. Patients who have d1ff1culty swallowing whole capsules or tablets may benefit from this alternative 
method of administration. . . •.• _ · · · ' ·•• . ' ' · 

1) Sprinkle the pellets onto a small amount of apple sauce. Apple sauce should'~e' /o6ni iemp~r:it~il°b'r 
cooler. • · · .. ,, .. .. · .. · · ·. •• · 

2) The patient must be cautioned .. noJ to.chew the pellets which could result inthe i_mmediate relea,\e 'dfa 
potentially dangerous, even fatal dose of morphine. · .. · · · · ··<:;·1/ :-:,:.,·. 

, ,- 3) -,Use 1mmed1ately, , · .. · ., ,, ,,.,, ,, . .. ,_ ,, . . . ,. _,;,;;, , ,,,_,- ,·,:;,, 
: '.• 4) Rin~e mouthto, ensure all pel_lets ha,ye been. sw~lloweq , , . , .• , . , ,;, , , , . ; , : •. . , , ·, · 
. .-5) . ,Patients should consume ent1re:,P~rt1on and, stiould not d1v1de apple.sauce into.separate doses. , . : • 
The entite capsule contents may alternatively be administered ,through a 1.6 french gastrostomy,tu~e:;:; '" 

' 1) ''Fiushthe,gastrostomytubewtt~.watenoensurnmatitiswet • ;, "'' ·• •., <;,•.v• : 
··2)· Sprinkle the KADIAN®Pellets mto •,1omL of water. ,, ,. ,. · ,,. · 
3) Use a swirling motion to pour the pellets and water into the gastrostomy tube through a funnel;:C· ' 
4) Rinse the beaker with a furth_er 10 ml of water and•pourthis'into the -funnel. <' ··.-, , 
5) Hep eat rinsing until riopellets fomain ifffhe'beaker: ··· .. ·.. . . . . .. . . _ . . .. · .· ·· ,, · 

JRE AQi'/IINISTRATION OF'KADJAN~PgkLETS':JHROUGH .A. NASO GASTRIC TUBE SHOULD NOT BE 
ATTfM~T.Ell. ·_ . . , , 1,// ;/: · . '•; '": : ,; , ./ ,,; ,\ ' , : ' ; '.,., ,' '· " ' /'''':: ,;, . 
,,Consid~rationsintheAdjiislriieniof,DilsiiigRegJ\i,~_ns ·.; · · .. ;,·~ ''. . .. ' ' . · : . '' · : 

: lfsignif of excessive opioid effects are 'obserieq/:~$/J~ inyie,ciosingf~t~;va(ih~ ,next dose should qe i~\iJcei 
If this ad;ustment leads to inadequate analgesia, .that. is, 1f breakthrough .pain ·occurs when.KADIAN®:is; 
administered on an every 24 hours dosing regimen', consideration should be given to dosing every 1-2-hours. - lf 
breakthroug_h pai~ occurs on _a ,12 ,hoyr dqsing r~gir)l,n:~ ,~µpplement~l,d9se oJ .a short-acting ;m.alges\d l)iay)ie 
given. _A.s .experience 1s gamed, ad1ustme~ts_.i,nJ~th dQ$~ And .dP,s,1n_g intery9.1 can be, [\lade. to :9,btsi~ -~~ 
appropnate .. bala.nce .. bel)V~en pa1n -re/!ef and .opioid .s1d~, effect~,_.Jp avo1d .accuf!)ulation lhe .do.sing, _19itei',:al, 'of 
KAOIAN®·should not be reduced below 12 hours. ' ·· "'": ·;-- ·· · · '"•' · ·· ·' ,· · .. ,. ' ... •., ... 

Cess3_tionofTherapy ,... . .. ~,_-i _- · ·l ,· .. ;_:~- ·-- · . -,.•-·:-::r! 

When the patient no longer requires therapy with KAOI_AN.® capsules, doses should be tapered gradually to 
prevent signs and symptoms of withdrawal in the physJcally·de~endent patienl. 

Conversion from KADIAN® to Other Extended-Release Or.al l'/lorphine Formulations . 
KADIAN® is not bioequivalentto othere~tendecl-release,morphine p_reparations_. Although for a given dose the 

same total amount of morphine .is available froin ·KAQIAN~ ·~s from rnbrphine solution or extended-release 
ll)orphine tablets, the slower release of morphine from· KAPIA~-,~suits in reduced maximum and increased 
minimum plasma morphine concentrations than witli shorter acting_.morphine products, Conversion from 
KADIAN® to the same total daily dose_ of extend.e,d·(elease morphine preparations may lead to either excessive 
sedation at peak or inadequate analgesia at trough and close observation.and appropriate dqsage adjustrnents are 

reci:;:~f::·fr~~ AADill~t~,P~r~~te;aio111ii1~:; ;"(''. \' ''\ '', , , , ,. , ,, _. ., . . ,,. , ,, :/.''\, 
Y\'hen convertinQ, a,patientJrom. KADI AN'\" tq.parenteral opioids, · it is pest ,to c11lcylate an eqµivglentp~ien!era,I 

dose, and then m1t1ate treatment at half of this calculated value·. For exampte,.to ,estimate. the rnguired.24 hour 
dos,e of parenteral morphine for a patien.t taking JVIDIA~. one .wouici take the 2(1iour -kiiDIA1'J®,do~eJ ividP,by 
an. oral t_o ,parenteral _co_nversi_on .r.atio of ~. ctivide ,,the estimated-24 how parenteral _dose into ,sii< divicled _dos.es 
(for a fou r hour dosi)lg interval). ,then halve this dose.as an initial trial. , . · . . 1 • . ·, , · , ., • •• • , 

: . For •~ample, to est_irn;ite the .re~uire(paren.teral l!)orphine dose for a pa,tient t;iki.n_g 3~_0_ mg Qf !<f\Pi,AN®a,day, . 
d1v1de.the 369 mg ,da1/y oral ll)O(phine dose;by-~ qonversion ratio o(J-mg ol parenteral morphinefor,·~very-3 mg 
of.,oral morphine. · To(estimated 129 mg daily parenteral req~irementJs then divided into six:·,20 mg p°oses, _and. 
half ofthis,·, or 10 m_g,:is then given every4 hours asan initial trial dose, , . , , . . ,., .. .,, ·: , 

This approach is likely to require a dosage increase in the first 24 hours for many,.patie11ts:· bul_js 
recommended because it is less likely to cause overdose than trying to establish ,m. equivalent dosa· wiilioui 

titr;~f:t{~nd Ha~dilnf : . . . , ... ) ;,, ' , ... ., : , ,'' ,' : , ., 
,. ~ADIAN~ Capsules c9p!~in .inorpliiii_e sul!#~ .. which. is a ,9ontrolle'd sub~iimc~ under. Sclieituif li'bi; i~e 

Controlled Substances Act. Morph•ine, 'li~e all op1oids, is ' liable to· divefsion and misuse and.,.sh<iuld .b,e ·~ahdl~d 
ac,or(lingly. Patien)s and the,ir fa_milie~ sho4ld ,be., in~t.1yGted 1to flush any l(ADI_AN~ cap~ules:tha(are,;~q)orge'r 

n~~ie&l\N® ~ay' 6~ ,targeted fcir thekand di~eisioi b/ criininall ~ealihparn ,Ri~iessiona'ls'should ~britact their 
State Profe_ssional Licensing' Board or Staie ContrciUe_d Substanc'es Authority' for iriformation'. orf'h~'y(tci'pieJed\ 
and detect abuse or diversion of this product. . . ., .,.,., ., .. ,.; ·. ,,' '', ·:,'. ' ' .' ,· ', :;· 

KADI AN® consists pf clos_ed hard gelatin c;apsules . c0Qti;l1mng polymec',cqated. '.mq,pnme ;ulfa\e',P~ll~t.~.;ihat 
pose ro kObl'/n ha,ndlin9 nskto he_.1,w.care:r,:orkers., l9''DIA~~:~ijpsule,s ~re'.,li~~l.e'.t.o,~iversion.and, misuse bp/h 
qythe ge~e(aipubl,1c a~d hpalth_care. w,pr,k~r~1 ~rd slipUI~ br ,~a7dled ~CC?\dln~iy ' ' · '" · \: ' , ,,.:,, ',t ' " 
HOV{SUPPLIED - . . , .,_,· .. :. :' . · · ,,, ., .. , . ,•,,: ,, .. . .,·.' , ,,,,· ,. ,:,, ,_;_\, ':, "·, , . , 
~1,1D_IAN® capsul.es contain white Jo ott,,:,~1le. or,tan ooloreq, poly111er co~ted ~~ten!1ed'releas~ pe_i!ets,ot,m.orphin~ 
~ultateand._are ,vai!al)le_,in_.eightdo~e.strengths.'; ; _ •·.- 1 ,,_, ·.,,· , ... •, . •; ',, :·,,··.,, ,1., ,.,. ,.; _.,,-:.,.,: .. , 

1 O mg size ~-.capsul~, l19ht blue, opaque pap ,pnnted, ,,,v1t.h KAO_IAN and ,l!ghl . blue, opaque; b~d.y,printe,d,W[tr lQ 
mg.- Capsulepre,sµpp_l1 ed .1n bottles·of 10IJ,c(NQ,C4ti981c·410-1.,1). , , , , ... ,, . . ,,:. , •-:"•. • · . . :. , • ... ,, ::,, 1 . . 
.,, 2.0 mg size,4 .,apsule, yelJow opaqve·cap ,mm\ed,,,vith•K/IQIAN apd yellow op~qu~;body printed _wi)h 20.,mg. 
~apsulesaresupplieq ,inbottlesof1.00(NDG,46~87,3n,11) .. ,: . , .: .. :, ,,,,,;,,,, ,. , ,· ,,.,:, ... ·. ::,,, 
;.-130 mg,sjze. 4 v.•Ps~le_, blue. violet opaq4e.cijp P\i_nte,d, 1Yim, KI\.Pl1\N a~d.blue.violet op_aqu(body,prin\qq w\tli 3"9,11J1i: 
Capsule_s are supplied rn bottles of 100 (NOC 46987'·325-11 ). , < ... : .:-'·!;i, ,: •,, .,, . .. , . ,. ' :' ,,:,cl,, , ,· , ,.,, .. ;.,-,.. 

50 mg size 2 capsule, blue opaque cap,,pnqted .w.,t,h. KADII\N 'j!~d bl9e,.opag~e-bo,dy. pr!ntect INith ~0 -mg. 
y~psules_are.~4ppl1ed rn bottles of ,100,(NDC,,46i187·323:11). . . . , . ,, /i ·. >, · ·, .;., " , , " , ,. :•,·/ ,, ,:.,,,: 

60 mg _size , J,-c~psule, pink opaque ,o9p print,e,d,::,yith,.Kft:grAN ~ndyrnk, op~qy_e b,bdy prifMd i'/i\h: so:: iil,g. 
Capsules.are supphed m bo(11es of 109 (NORA698k.3.2f·.11) ..... , , . ..,, , ,;·, ..... , , , .. .,, , , .. , .. ~. , : 
. 80 mg size. o, cap~ule, lig~t oran_9~ opaque q~P-printed v,ith KADIAN and lipht oraffge opatju~ 6o~y' p'rint~il;wiiff 
80 mg. Capsules are s_upplledmbottles of tOP.(~DC 49S87-412,11). · .. . , •. < \ ,. , ,·· •- ··. '', i:,· .· . · . "·: . ', 

100 mg size O ca~sule, green opaque cap printed with KAtliliN and'g"reen ' opa.que ~Ody prihleq wlth .. 100 mg' 
Capsules are,~up~li~d in bot1les. 0,1.1.0.q (ND,G,46987-~24·11). ,, . .. , . . . ,. · . , ':' '. '." .'. ' : .:,' '. ': '/.· .. ' ::_ , 
.. 200 mg size Ocapsule, light brown op~que cap printed with KAPIAN'11J.\!}1ght brown _opaque bodf prfrl!ed'with 

200 mg Capsules are suppliediq botiie& i//1 00 (NOC' 46987-~77-11f · ... ·. · \ • · •· , : · ' ·_, '.··•· .... 
Store at 25°C (77°F); excursions permiHe'iJ to 1 i;<":30°c (59<86°F) . Prote.ct from ilghta~d Moistur{ ., . ' 
Dispense in a sealed tampe_r-evident, childproof, light-resistant container. . .•· . '' · ·.· • · 

C/!UTION: ,D.EAOrder.FormReq~jret.o:: . . .· .. ;.,.,, . , .... ,.,, . ... 

~~vised_: ~ebruaiy 20\0 

Oisfribut~d b/ 
Actavis Kadian LLC 
60 c.oJUl]lbja.ijd. , BJdg. ij 
M,~nistqWn, NJ 0796q USA 
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KADIAN® 
Morphioe,Sulfate ,Extended-Release Capsul~~ 
KADI AN® 1 o' mg Capsules . ' . . ,· .. 
KADIAN® 20 mg Capsules 
KADIAN! 30 mg Capsules 
KADIAN"' 50 ,ijg tapsules 
KADIAN® 60. mg:capsules 
KADIAN®'8fing Capsules ' 
KADI.AN® 1.00 mg Capsules 
KADIAN® 200 ing Capsules· 

,ll<p!JI~, ... , 
WARNING: ,,.,,·, '. 
KADIAN® contains morphine sulfate, an opioid agonist ard a Schedule.If controlled subsiance; l'lith an abuse 
liability similar. to othe.r oplpid analgesics , KADIAN® 'can be abused Ira' manner similar to otheropioid 
agonists, legal or lllicik '•This should be, considered when -prescrlbing'.or dis·pensing KADIAN®· 1n situations 
where theJhysician or pharmacist is concerne'd 'aboutan •increased risk of misuse/ abuse or:diversion,, 

KADIAN capsules are an extended,release oral;fonnulatio.n,of mo.rp~ine,.suJf~_le Jn~lcaled•·for .,lhe 
management ot moderale lo severe'pain when a conlinuous, aro.uod.,the.,cloc.k·opioid,malgeslc•is need.edfor 
anexlended•p.eriodoffime. ,.· . . :•·· • ,. , ,,c_,., ,, ,, ,,:·._:: . ,. ,,.·,., · 

KADIAN® Capsules are NOT for use as•a.prn·analgesic.: , :::.:,, .,, ·,. . . · .. · .. , :. . . ,, .:,, ,; ,.. . . 
KADIAN® .100 mg and. 200 mg Capsules ARE FOR USE ll'J:, O~IOID-TOLERI\NT R/ITIENTS ONLV,, Ingestion of 

these .. capsuleg o,r,ot. the. pell~\s within th~-caps,ules ,nav,caus,e)ata! resp,iratory~epressio_n whe11sadr,nl niS!er.ed 
t~ Jiatienls riol already loleranl lo 'high·'doges ilfojiioids~ .KADIAN® 'CAPSULES ARE TO BE SWALl,OWEO ' 
WHOLE OR THE CONTENTS OF THE CAPSULES SPRJNKiED ON APPLE SAUCE. THE PELLETS IN THE 
~A~SU,LE.~ A[IE tlOT TO, ,BE J;\lEVl(E~. J;RUSHED, OR~l$SQCVE(O(ji: T1J }HE;Ri~'i(OF RAPID RELEASE AND 
All~O,!WJl(/N DFA PQTENT!AL~YfATA~'PQ~~·orMORPljl~f': :·. " . ,,., .... , 1" '·"' • · ··• ,•' ,,, '··· : ' • ,··•· · •• 

DESCRIPTION 
:· KADIA'N<1ll (!)lorphine))ilia capsules are 'an ,opioid gn~l~esic supplied m_'10 mg, 20_mg, 30 'mg, 50 mg; 

6,0 ,mg; 80 mg, 1.001!19, mg strengths fo,r oral ad1rnmstrat1on · 
·• Chemically; morphine' '7:8'didehydro-4;5 a''efioxy'17'niethyl-morphinaii-3;&,P~iol sulfate (2:J)(salt) 
peritahydrate and has the following structural formula: · ,·,, ·.· · ··.-.. 1s,,; ' ... '.,<·.c ·.·. .· , ,,: •.. . • . ·, ' · :• ·, 

i . · , .,, · •H' ~~cH/l' ,,,.,. 
, ',.~··,::·_·: --~· . ,~,-;,· :,::·: ::, ,.·: ~•-::i:f;'•;,;.,i:,;;_:;f;;::- :,, ::-1'.,: 

· .. ·.·.'; ; '\ ... •<:~·.\'\':::'.": \H,S,Q,'.~.\ ·H;·~. 
· · •· ·' ''· , CH,.•.•• · ·.::; ' 

. ·,.,...-:·, ·.·.,··:- ... .. , .. ·,.: ·:: i\,,J ·1 ::,1-i: , i? 

. ~p, ) ,' ,h:,c;\ ;,i ;-);68:: ~~' ' : ' 
Morphine sulfate is an odorless, whtte, crystalline powder wilh a bitter taste and a molecular weighi elf 758 (as 

the sulf~te) It has a solubility of 1 in 21. parts of .water and .1 in1'000:partsof•alcohc,l ,:'butis 'practicaHyinsoluble in 
chloroform ontner. . The·.octaliol: water pai1itidii coefficient ofniorphine is' 1.42 'at 'physiologic' pH •and the ))Ki is 
7.'!I · · • rogen (mostlyionized atpH7.4) .. ,'' :•:J '1.•: / .. , ·. · ' . ' •· ·· ··· .· ,,t, ,,, ,,: 
· , . releas,e capsule•c9nta:i~s eith~r 10 iJib>20mg, 30 n'ig, 50mg, 61}nigi 80 mg; •100 mg, or 
2 . e USP and .th~•follbwinginactive"iAgt'lltlients comlilon·tcli·a11 srrengths: '•hypromellose, 
e. thy.l.cellvl9~~.,. rn.eth. acl)')i_c _acit~opo_lym. ~r, ~'bl\'.emyle~e pl~col{ m~tfryl''p~th_alat~, •talc,' c~m ~. larch: ;an. d: ·sucrose, 
The'eapsule ,sf)e/1,; contain· gelatin; sIhcon•d1ox1de; 'Sod,om, lauryl· sulfate, .f1tamum·dmx1de, -and blaclrnik;• O&C 
rect #28, 'l'D&C blue R(10 rrg)',O&C yellow #1Q {20 •niti}:'FD&C red #3, FO&'C blue #1 '(3Umg), 'ri&C red #28; 
FD&C red '#40, FD&G blue #H50'mg), D&C rnd #28, FD&G red #40: FD&c· blOe t 1 '(60,nig);'FD&C blue #1, FD&C 
red #40, FD&C yellow #6 .(80 mg), D&C yellow· #10, FD&C bluli '#1 (100 mg); black'lron· oxide, yello·w iron oxide, red 

tlili~~:H~111%9lcofoi;v ",:, •', .·· , .,, , \;, ;.: ~;,:,.,' · "//,_ /.,;, ,. ''' t· .) · 
Mbrph.fne is a natural product that is the prototype for the class of natural ·and synthetic, opioid analgesics' 

Qpioiqs, prpquce a wide, spe,ctrum of pharm~cplogic effects including analgesia, dysphoria,'euphhria, somnoJe·nce, 
resP,i_ra/orf i!,epres sion; dirni1Ishfd. gastroin.tes[ina,I · motilrty::.al[~r/11' ci rcµJatdft ' tlym\inJcs, •histainlTTe ''relea'se · and 
physical.dependence: ·a'·· :·· .. ,' ·· · :· <· , · · :·-", · .. · · · · , .. , •• .. ·:.' '"··• • ·. ·' · ·' 
. -Morphine prriduc·es both iis therapeutic and iis a/Jverse effectfby inieractfon With one or ino/e daises of specific 
opi9id r. , ._thr~ughmitJhe body. ~.o.rphi~e. a.cts ,.\!$ ~,P.~re ?,QoQi~t,. bin,di~g ~1i\h. an.d ~ct)vatin_g,'9pioid 
rnceptors P.en-aguedu,ctal and, pe.n•veQ!ncu.lar grey,m~tter;the ventro,medial medulla-and the spinal cord_to-pr ·,' ~--·- .. : ' ·=,. :· ': _-_. __ ., i • , .. ; • :i:; ,.._ ·- =-: J_i :•··_,- --,.: -, i ;,.;,,,. ·-:'.,~: ,i· '· ' •:: ·-·. 

Effects on me Central !!eryo~§ Syslem . , ., . 
,The ;pri.ridiPe! acti □,□S Of therapeutic value ·of ne ir~' analgesia apd seda.tIon (1 e,: sleepiness and 

anxiolysis). Th~ precise mech'an_fsm ,ot the analQes.i '? uh~pown. 'HO\veve(, ,;p_ec1f1c CNS opia)e recepto/s 
and_ endogenous compounds with' morji . been 1dent1fied throughout the' ~tam, ~nd sp1ri~I 
9ord,a_nd .ar~ hke_l,Y to. play .~ (0!_8 mt,he ex.pre~_s,.o.n of analQeS1c effects Morphmeproduces ·respiratory 
/Jepress,on-bydirect action on bramstem··respiratory' centers:. Cflie·mechanisni· of respirato,iy.depression involves 
a rectu.ction in th~ responsi~eness ·ot the b.r~instem respiralO\Y c.e~t{is to increases in •carborr.lli0Xida iension· and 
to electricai"'~firnolation:' Morphine depresses tlie cough'0(efl ex qy_,direcFeffect o,h In~ cough tenter ih' the 
medulla. , _An.\1toss1ve_ enects may .occur with dpse_s lowe{'thah,thos·e· usually re·quired tor analgesia/ Morphine 
causes mIosIs;' even In total darkness, ana · litlle ·tolerarice·develops .fii:'this· effect. . ·Pinpoint puj)ils 'are a•sig·n'· of 
o_p(oid overqose butarnnol palhognomonic (e.g., poritiii'e ''iesionii·ol hemo'rihagic· ·or ischemic origins niay 
produce similar findings) ;· 'Marked mydriasis rather th'an m.iosis' niay"be se·en with ,worseninq hypoxia in the 
setting of KADIAN® overdos~ (See OVE~DOSAGE). ·.. : ''.: 1,3! <: < , . ,,. · . ,:, · r ·, 
. Effects an t~e Gastrointesllnal Tract and 'Other Smooth Mu~cie ' ,, ./ . > 1: .. • 

Gastric,. bi,lia~ anc) p~ncr~/1\ic secreti □,ns are, decrease,d by inq1'phin~. Motp~ihe 'ctiuses ~r~doction'in . mot;iity 
associated with ·an increase m •tone ,n the ·antrum ofthe sto(TTacJi• and'dlldderium. Digestion •Of food· in the small 
inlestjneJs.d~lav,ed and prop'ulgivecontract.ions are ,detreas~cL Propuisive p'erislaltic waveS'fn ·the c,oloirare 
decreased, while. tone is increased to the· poir\\ of. spas[r( Jhe ,e_nf r~sli It is ·con,stfp,ation Morphine can cause ~ 
marked m,rease.in bIlIaf)I tractpre.ssure as a (~SWltof.spasmotth.e sphincter of Oddi. · · · ·· ' · · 

Effects'on'the C~rdiovascular System ' ' · " · , '.:.; ' :: '. ,, . ,:,: .·. • 
, Jilorphine produc.es peripheral vasodilation )llhich may res.u.lt in Oitlio,static'hypot~~iion orsyncOpe. Release of 

histamine may be induced by morphine and .'can contribute ' to opioid-irjduced hypoterision. 'Mani/estations of 
histamine rele,ase a~.d/or, periph~l)lhiasodil~lipn, IJ)~Y iri_dude, pr~ritusJl~~h,ing, 'red eyes and swealiiig, _ ;. : ,,. :::-- ' 

Pharmacodynamics ·" ' . · · ' ·, ->.'. ,\:•,, ·•· ' '" ''·' 
Plasma Level-Analgesia Relationships ' "'" : . . 
In any particular patient. both analgesic effects and plasma morphine concehfretions are 'related io 'the rr10rphinJ 

dose. . . ·· : .. . ,. .. . . . . .. . . . . . ... , . 
. WhHe plasma _morphine-efficacy relationships can be demo·nstrated frr non'tolerant individuals, thelare 
influenced by a wide vanety of factors and are not generally useful as a guide to lhe clinical use of morphine. The 
etteclive· dose· in opioid-tolerant patients may be 10-50 times as greal (or grealer) than the. appropriate dose !or 
opioid-naive . individuals. Dosages of morphine should be chosen and must be titrated-on' tnf ba'sis of clinical 
evaluation of the patient and the balance between therapeutic and adverse effects. 

For any fixed dos_e and dosing interval, KADIAN® will have, at steady-state, a lower Cmax and a higher Cmin than 
conventional morphine. · · , :; 

Pharmacokinetics · . . . , · .-.. · 
KADIAN® capsules conlain polymer coated extended-release pellets of morphine sulfaie Jl\~t.release lllOfJthi~e 
significantly more slowly than from conventional oral preparations. KADIAN® activity ;{primarily ·if(le t6 'moiph'ine. 
One metabolite, morphine-6-glucuronide, has been shown to have analgesic activity, but does not readily cross the 
blood. brain barrier. ·• ., 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

KADIAN" (nioiphfne suifiite·extended-release) Capsules 

Fol.lowing ,o.ral. administration of morphine, the extent'6! absorption is essential If the · same for : in\mediate or 
rnended-releaiie•fdrmulatibns ,:althbugh the time· fopeak blood level (T max) will be longer and the Cma,i'wiU·be lower 
forformUfatioiis that delay the release of morphine in.the gastrointestinal tract. ··· ,.,. · ·. · · · · · · 

.E morphine is primarily via hepatic metabolism to glucuronide me'tabolites:(55 to 65%) which.ar~ 
the' erFThil'terfnfnal halHife of morphine is 2 to4 hours, however, a-longer.term half-life of about 15 
hour{ . epo'rtedin·slildies wherebloodhas6eensampIea ·upto48hours: : ..... ; : T ·• •. ,., , .. 
·'Jhe ~ingle-dpsepfiarmacokinetics of KAmfiN® are Hnear over ilie1dosage range of 3016100 mg: The single dose 

and J'riultiple,dbs~pHarmac?~fnetic~ararnete\S ?' KAQ IAN® ih nor\MI vo luntee!s are summarized in Table 1 .. 

Table 1:,Mean pbar111acokiQeJic para111eters {'(, coefficjent varlatjqn) resu)!ing froriiaJasting ~ingle 'dose st4~y • 
in n·ormal volunteers and a multiple d_ose study in patienls with cancer pain . · 

Single Dose (h=24) 
l(A.OIAN® Capsule 
Extended-Release·Tabret 
Morphine·Solution · · 

r;,81~ri1fo;ci.$e' (~,+24) ··•· · 
KADIAN® Capsule q24h 
Extended-Release Tablet q12h 

' : 271,0 (19:4) ': 15.6 (24.4) :' ' · 8:6 (41 :1) 
· 3Q4.3·(19:1) . ' 30.5 (32.1) '· 2.5 (52.6) 

_3~2.4(42 6) ,: ~4\4(38,2) ;. ,'?X(55.8) ·, 

na 
na 

. na. ::: 

500.9 (38.6) 
457.3 (40.2) 

37,3(3nj': 10:~(a2.2) ' j .9/sh) 3.0(45.5) 
36.9 (42.0) 4.4 (53,0) Z,q (60,3) , , 4,1,(p1.5) . 

' For~ingle dose AUG= AUC0•48, , fpr multiple .dose AUC =AUC0•24; :atsteady state :'·''"· .. ,.,J. i••;c' .. ., _ ' ' 
"'For·s1ngle dose pafaniete(nbrmaliiedto 100'mg,lormoltiple'dose paramelet normalized1o•~OO'nig pef.24.hours 
' Steady'stale lluctuafion in'pla'sma toncentra!ions =·c~~ -C,,;f;ICmi . ·'·: · ''' ,, :•,:v, .. · 0 ' 

·ru-ot'applica6Ie ,: ·. · ' ,,. : 1• •·.. . · ·>'·•· ·, 
Absorption . . :·, , , . • .. , .. . .. , .. , ,.. .. . . . : .• ,,, ,, 

, Following,th~ •~ministration .of'or,al morphi~e sol4tibri, appro~imately 50.% o).th$'!Jlorphine, ab~ij'r□·~.cf(e:ac.hesJhe 
systemic circulation wfthin 3Q'min'utes'. ·• Howeiet, follciwinu the admioistration of ah equal amouilf·of KADIAN<ID to 
heallh{ipl~O!e'~rs,'m~; ocfU[~;.bii 'a";~ilge; ~#er 8 ~ovrs. 1\8 ~ith '~iist)orrns ;'oftJ\31 _ l))iir~~19~::Ue2ause)tpre;, 
systemic ehmmal1on, only abolit 20to 40% of the·admImstered dose reaches-the systemic circulalion.' • : · ' ·: 
•· . ~ . While co.ncurrent .rati9n O\,food sJoWs, \he rate of.ab~.orntion of KADIAN~, the extent of 
absorption is not affected . .. . ' ... be,aomioistered.withoufr,eghrd to meals,.,',. .. ·._ .· . . · .· . . · 
, Steaif;nhaie': .·When· is given ori a fixed dosing regimen to patients with chronic pain due tq 
rl)i)lignancy; ~tea(jy,state,j;; ~, .. hi.eyed iD abou.t two.days, ,At,,steady1 ~tate, KAP,IA[\I~. will. ,h;ive a significan,tiy, lower 
Cmai 1,an9 a,higher •4min,Jhan ,equ!v,alen,1,,do;;es QI pr.al ,mor,p~!ne,sQluti_on and ~.om,e oth_er. .ex,ten~.e,it3r~lease 
preparat,ons(seeGraph1).. : ,,.,...,,,_,•;,·: .:: ( ;,, .. ,• _; ,',, .,.: ·:· •>,·•;.'.•0:i,,:·, ,,,.:, ,., . 

Graph l(Study .#MQB 1/90): Meansteady,stat§s; pla,;ma morphine concentration~ jor KADIAN~ .(\wic:fa, d~y), 
,e~tended,releas,e ll)orphine tablet.(twice ,a.day) and oral m,orphine ,;olut\on (every 4 

· • ,,,,,.1 hovrs); pla.sma con9entrations are,nqrl)l,lized to.J 00 m,9,every 24 hpµrs, (n=2.4),, 

6 

'Time (h) 1 

W~en giyen opce,daily ,( every ,.24,hotir~)\o 2~•,;~uf ~ts. with ,~~ii~~;ncy, k\idi!lli~:hed ,a si/4il~r ,c;~i ;~~tjigher 
ChiinaJ•stea.dy stat~ ip,,.C~JJ.ica!,us?g,e,;:wh~n. opl)lP,a~eiJ to .twi~e, daily_ (everyJ2 ho~rs) ~,ctended,,release mo,iphiqe 
t,ablets,: ,g,y,en at ·an:equIv~Ient .tot;il ,da1ly-,dosag.e, .(see, Graph: 2 and .Table.,1} .,,J;lrug"disease ,interai;tions are 
frequently seen in, the older and more gravely ill patie_nts, and ma~ res~lt in both,al\ere,d_., .bsorption,and reduced 
clearance as comparedto, norm,a)yolunteers (see Gen~tnc, H_epat,c Failure, a.n,d., llen.aU.n!uffi~ie,n.cy sections). 

. ~•iPh2. (Study# Mofi'9;92)! do;e·ripr~~li,zec(mean ~te1oy i!tatipl~smamorp~int:C~ticeritr~Jicins'fo: k,i.~iA~® 
: ,,. ,,c .. (9.nce.a_ d~y), ~nd an ,equIv~len,1,1q~e ,of a 12-hour,,~~ended,rele,ase O)Q(P~,r~ 

13li . 
,30 

C '25 • 
0 

~ 
-<l) 

:,; 
~>;-:10 
E 
i(J 
a 

·tab.lel mven. \wice,a .day,., .. ~las(TTa. c:.oncenlratIon;; are. normahzedJp ,100 mg every 
24 hours,(n~21): :, .. ·· \, ::-;; ·" ' ' ,,. · ' · :, •- ' · 

14 >1-&,c,.W 
Time· (h) · . .. 

·.oittri~~lillf:· · · .· .. . '· .. ·.·· '. ,, ,,,; i,, ,. ''> · ' ' C · :.:,; .. · · • ' 
. 'o~ce'a , . d; morphine i{ distri,~u!Jjd 10:~~~letai .muscle., kiaoeys: liver, hi t~stlnal irac\, lungs, spleen and 

brain: .Th e of. distribution 'of ·morphine .is''a.'·proxim~t!ily3.to 4 Ukg. Morpliiqe is 30 to 35'/{reversibly 
~ound to , , . . p:rotein~. '~lthoqg~ the pii .. ·. .e of actiqn .ol IT\o,rp~ine is: lQ)he CNS, only' $~afq~aritities 
pass the,blooct,qra.1P, ,bar(1er. ,~9.rph1ne elso er the pJacehial.memb.rane'S'($e'e.eRECAUTIQN~;: ~re~nan~y) 
and has been •found m breast'm1lk (see'PRECA. ,_ -~•- Nursii\g:f1!9thers).' i · _"' /"· .,:: ··:, · ', ' ; ·· ~- .-,.. , · ·• ' 
~· M~i~-~y,H_s~ .. >:;-;'.-·':-· L:·,.-, .: , .:i;· ; •!·,; .. ,;.:- ~;-.:~;,. -· _-·~=~.:; .-.. , . ·:· i ·.~: ; > -:,:·::;_.:'.: ·: r! . i -~- :··'., ·: :·-·:/1.1 ,\' '. '.:'_l;,!i _ .... ,_ .. - . 
, , The m,iq[. pathwqy, 91 the .deto~i.ficalionof 11/,0(Phi~.e is cqnjugat.ib~;;eitherv,Jt,h Digl~/;'uro·riic}CifiQ .• tli.e.liye(\q 
prpduc~ gl~cur,0n1de~ or. w1.th . sulfuric. acid t~,Q!V~ ,lll?rphtne:3' et/1eral su.lfale .. , ~lt~o.ugh a srna!! jraction .(le$s 
t.han 51/,) oJmorphme .,s pelT\ethylated.,. fgr, .~!\ prict,cal ,purposes, vIttual,ly,,a! I ,morphin~ is c_onviirted)ll 
glucµrom~e ,metabol1tes.mcI~d_1ng.,l)lorp~ioe-,3•g.I,qp~ronjde, ~3.G. (~bout ,50%) Jnd .. inorphii'J'f6-g(uc.ur6tiide(, 
M6G (a~o~t,5 to ,19'.'lo).,, Studies m hea.lthy ,sybJects ,and. c.an~er. paJients,.have ·s~owfi,.lhijt,th'¢ g·lucuroni.de 
metabohte 10 mo,phme mean molar ratios (based on AUGY aie'sifnilar alter botWsingle dos'es ariit a(s\eadif.stai~ 
for KADIAN~, 12-hour extended-release morp~ine s4lfate taplets,ard. morphine sulfate Solution. .. . , ,,' · " · 
1, M3G. ha~. no sjgnificant an~lgesic activity. M6.G .h.a.sbeen shown',to have opioid ago'nist and 'aoalg~slc activity in 
.h~.\Daqs. · · ·.· · ·· · ·· ····· · ·•· ·''' ' · ·· •·•· ·.··.• ''"' ·'· · ···· , ' ' · •· · · 
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CARIA HEDRICK 
908-659-2527 
ACTAVIS ELIZABETH LLC 
200 ELMORAAVENUE 
ELIZABETH NJ 072021106 

SHIP TO: 
FDA, CDER, DDMAC 

0.0 LBS LTR 

5901-B AMMENDALE ROAD 

BELTSVILLE MD 20705-1266 

1 OF 1 

MD 207 9-59 

11111111 1111111111 
UPS NEXT DAY AIR 
TRACKING #: lZ 062 077 01 9911 0692 1 

BILLING: P/P 

UIS 1'.6,08, WXPIES0 18.0A 07/2011 
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UPS: Tracking Information 

Proof of Delivery 
· Close Window 

Dear Customer, 

This notice serves as proof of delivery for the shipment listed below. 

Tracking Number: 1Z0620770199110692 

Service: 
Shipped/Billed On: 
Delivered On: 
Delivered To: 
Signed By: 
Left At: 

UPS Next Day Air® 

09/13/2011 

09/14/2011 9:44 A.M. 

BELTSVILLE, MD, US 

GOMEZ 

Receiver 

Thank you for giving us this opportunity to serve you. 

Sincerely, 

UPS 

Tracking results provided by UPS: 09/14/2011 10:46 A.M. ET 

Print This Page Close Window 

Page 1 of 1 
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